REGULAR STRENGTH PAIN RELIEF- acetaminophen capsule, liquid filled
Belmora LLC

Regular Strength Pain Relief

Drug Facts

Active ingredient (in each softgel)

Acetaminophen 325 mg

Purpose

Pain reliever/fever reducer

Uses
e temporarily relieves minor aches and pains due to:
e o headache
muscular aches
backache
minor pain of arthritis
the common cold
toothache
o premenstrual and menstrual cramps
e temporarily reduces fever

O O O O O

Warnings
Liver warning

This product contains acetaminophen. The maximum daily dose of this productis 10
softgels (3,250 mg) in 24 hours for adults or 5 softgels (1,625 mg) in 24 hours for
children. Severe liver damage may occur if

adult takes more than 4,000 mg of acetaminophen in 24 hours

child takes more than 5 doses in 24 hours, which is the maximum daily amount
taken with other drugs containing acetaminophen

adult has 3 or more alcoholic drinks every day while using this product

Allergy alert:Acetaminophen may cause severe skin reactions. Symptoms may include:
e skin reddening

e Dlisters

e rash

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



Do not use

e with any other drug containing acetaminophen (prescription or nonprescription). If
you are not sure whether a drug contains acetaminophen, ask a doctor or
pharmacist.

e if you are allergic to acetaminophen or any of the inactive ingredients in this product

Ask a doctor before use if the user hasliver disease

Ask a doctor or pharmacist before use if the user istaking the blood thinning
drug warfarin

Stop use and ask a doctor if

pain gets worse or lasts more than 10 days in adults

pain gets worse or lasts more than 5 days in children under 12 years
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
e do not take more than directed (seeOverdose warning)

e take 2 softgels every 4 to 6 hours while symptoms

last

adults and children 12 years ¢ do not take more than 10 softgels in 24 hours

and over e do not use for more than 10 days unless directed byj
a doctor

e take 1 softgel every 4 to 6 hours while symptoms

last

children 6 years to under 12 e do not take more than 5 softgels in 24 hours

years e do not use for more than 5 days unless directed by
a doctor

children under 6 years ask a doctor

Other information



e store at 15°-30°C (59°-86°F) and avoid excessive heat.

Inactive ingredients

FD&C red #40, FD&C yellow #6, gelatin, glycerin, polyethylene glycol, povidone,
propylene glycol, purified water, sorbitol special and white ink

Questions or comments?
Call toll free: 1-888-779-2877
Monday to Friday 9AM - 5PM EST

PRINCIPAL DISPLAY PANEL - Carton Label

REGULAR STRENGTH Pain Relief

Acetaminophen 325 mg 20 SOFTGELS

NDC 27854-388-01

*Compare to the active ingredient in TYLENOL ®Regular Strength



TYLEMOL™ Ragular Strangth
an TYLENMOL" Cancantracién :!l-;l.l.:r

NDC Z7E54=383=01

PARACETAMOL

Pain Reliever/Fever Reducer - Analgésico/Reductor de Fiehre

Acotaminophen 325 mg - Acetaminofén 325 mg
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ALIVIO RAPIDO DEL DOLOR
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Pain Reliever/Fever Reducer - Analgésice/Reducteor de Fiebre

Acetaminophen 325 mg - Acebtominofén 325 mg




Drug Faets (confinued)

Eﬂmlm Mnmm

Useaz

minraporarily eiewes miner achi and pains duos b
Wlaiete W rsnzlr Bhe
W bickithe Wrinar pain of arfiris
oo come ol W ieoRachs

D ol e

Wit ey attar drig sonlBning s2tETrophen
(rrnpion o pongresiiptn), Hm.lnr-;l
sankwieter § drag conliing acetmingphes, atk
Adieiar of gharmdiisl

Wil yow anp aberg b dcstaminoghin or any of e
Irathn ingradients i s prouict

g @ dmtor bydrw upe H S war b fvr dpvase

m proresginal ared mensteud canmpr Ak dusior or pharmacist brlpry um i b e s
[ L b veducs Iy fuking the Hoad thinning dreg warkiria
$ip me and agh n demiae i

Livat warhing

Thiz produet coetsing mesaminaghen, The maodmem

delly dede al this product s 10 safgils .35 eg) In

24 e Tar adils 00 5 2otk (1625 my)

vosra dar ehildem, Seveew e camage may oo if

etk macre Shan & 200 g of icetaminophim
M b

Wchild talws marv than 5 Sosas in 24 hours, whichiis
e Fratsdmem daly s oot

WL Wi ol drags conidnng serlminpten

Wt bar G armare akotolle drivics sy day whie

it this, provdut

ABirgy aller: acatuminogtn may canse sever 1kin
shabirs, Sympinms may nthe
Wiiis ndieeing  mbsen mrsh
¥ 0 kin reastion pesurs, siop wen and seet medcd
st gt e s

i et warse cr fesss moes than 0 degs

I i et werse or lera moew S Sdayr in
chiléren wrvdee 12 yrans

I e pats werrea o flrts mers thand days

I e symiiams oecar

W rediepds o rmtlling s purtest

Theek could be giges of @ serious candlion

Fpreqnmnl o beepatapding. ik o beadh

I case of gweddase. gel medical bl or il 1
oz Canirel CancerAight s, | 1-B00-222-1 220
Quick medeal sswroon b patizal for ety aswell
i far chilldo even il yom do et nclide my sigas

o pympi, v

seurens reaziones an e el Log simtomas puedm

Inchir, i e B pie]
mingells  meupo

8¢ prOSuES wna reabtitn prtine, dne de sy

bergur ancadn Fbdivd ta Emeta. -

Informacidn sabre of Medicamente | informacita sobee ol Madivamiy |pirinie)
Prapdsiio | e b san ;
o — T L] Iﬂm?umﬂ‘fﬂ mru.I:
el 1
- —= 1 e e oslisns stETinetis, ERunle
Drer  mdivia mperdimanis bis dolecas aur midena rmackales,
milestias mesore erbidn . meokirdectedd | s dperics d wesaming o 4 dlyano dekes
lﬁm“muﬁu I:Eﬂﬂﬂiﬁm Ingreciemes i racSives an este prodect:
mihr de e micker e § —T" an
IWMI J;djrudulu wl“ t:i"l‘t;:hﬂﬂl
| g premersiiaks y nesinaks
Bl st st rquiu:rmmuruuuuuu
Aderenciar et e of mediciminio asesagubing
s e e s |
icd Dajr e wsiele y proginial o us misics o
""‘mm’.'& 'rq]!&hllﬂhlﬂﬂh! weldokr pmpacrd 0 Aura mis e 10 dias on el
ﬁw&ﬂh "'1;‘" oo ARGk N wel ek oipat i dars ki o6 5 ik et i
Immmm'nhaim"ulrmrnﬁn lh“m"“":"*m,*ahu
M hang e
i o s e Skt on 24 o que s || 25 T SEETE
il -
]
mnmmhrrmrmnmm im profes ol de b ks wales g
eotibes danamete Mt i el Mantuesps v dal nleancs 69 ks moior,
Alaria do abwgin: B scotuminofia pasde eomzar Advartancia de sabeadis

En ke o0 sotredois, bsque uﬂ:ﬂnﬂuu
mlm“mlmmur

wnigg rrnrdnimnwm-mdm]
L1 wipnziin midiea rlpicia tambide pr cofica pealos
acdulli, el woma pra B i, Inchio S esied an
nela ningdn 5 igna 0 s bioma v




wn oy tlanasacer

Drug Facts (contnued)

Directions  m ds a0l baks more s dinscied
[ 4me overdecse waming)

iy nd | mtae 2 gofipeks overy 406
ikdren 12 | bows walk sympioems last
yersand | Mo sol bt mre thin 10
iy softgels in 24 hours,
weiess dirmted by @ doctor
e ot e for e 10
oiys urkess direcind By & dacter

ehildren  musie 1 solged ery A6
Byears o teurs whik symptoss bast
waer 12 | moz not Rake more thin 5
e softgals in 4 hours

2 ol e o rrore Tan b deys
s direcied iy & doztor

£ [eolinzein

w3 o mis dels indieadn
(sunzube ki advertmachs e sabnecasly)

wiulbagy | Wimar 2 clesulis ada d o

s & 12 biwis mieslras dusin ks

Hiny sniomis

mayres e B il de 10 chpaulis
£ 24 hor, & mises que s
Pdigue i it

WEd udir por mds de 00 disza
mands e o Indigee us mésies

mios ded | miemar 1 chgsul cada 4 08

g a horis mietras due dns

L (11 Enfomas

o912 afies | Me tomar mids oe § cpsuls
m M horas

e e por mis de S dlsa
— T — menas gut b irdigee us misies
& | bifcs eandubiar aun midea
—_— 5 3
= = e afor Eﬂ QE
=
L ingrediests O wd 40 F0uc || O Informasida sg g2
= A Lol tin, earin, pobthvbens ghyed EAmaces o 15°0=00°C (IR y e d - £ g
2 IS e, e o ke
_ n slion and wt . OF
EE— g el Ingrodigates Inaetivos FOAC rejs M40, FLAE, EE g-,g
o= o Owestions ar Comments? amarily # gebifine, qicering polietimglicol wE i
a g 28] E Callfal Irer 1-B0-TTR-HATT pdona, progilenglicd igu aurilcad, mluedn §E ;5
m ; o Warsclay 1 Friskay M - SEM EST it soebitol sarhin y I Hanea '_g E"
T o — Pragunias o comentaries? g =
_— m.rﬂ;mmﬁumm ] Eh"lmsl-'fﬂﬂm-l“l 1ElE-TTEETT =] EE
L 0 ) g, VB2 Do Lutms 2 Vimes o M -S54 EST 2

Vadi 0 hiw derads or Sina

h

PRINCIPAL DISPLAY PANEL - Bottle Label
REGULAR STRENGTH Pain Relief
Acetaminophen 325 mg 20 SOFTGELS

NDC 27854-388-01
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REGULAR STRENGTH PAIN RELIEF

acetaminophen capsule, liquid filled

Product Information

Item Code (Source) NDC:27854-388

HUMAN OTC DRUG

Product Type

ORAL

Route of Administration

Active Ingredient/Active Moiety

Basis of Strength Strength

ACETAMINOPHEN

Ingredient Name
ACETAMINOPHEN (UNII: 36209ITL9D) (ACETAMINOPHEN - UNII:36209ITL9D)

325 mg

Inactive Ingredients

Strength

Ingredient Name

FD&C RED NO. 40 (UNIl: WZB9127X0A)

FD&C YELLOW NO. 6 (UNIl: H77VEI93A8)

GELATIN, UNSPECIFIED (UNIl: 2G86QN327L)

GLYCERIN (UNIl: PDC6A3C00OX)

POLYETHYLENE GLYCOL, UNSPECIFIED (UNIl: 3WQOSDW1A)

POVIDONE, UNSPECIFIED (UNIl: FZ989GH94E)
PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)

WATER (UNII: 059QFOKOOR)

SORBITOL (UNIIl: 506T60A25R)

Product Characteristics

no score

Score

red (clear)

Color

20mm
PC17

Size

CAPSULE (oblong)

Shape

Imprint Code

Flavor

Contains

Packaging



# Item Code Package Description Marketing Start

Marketing End

Date Date
1 (\DC:27854-388 4 i 1 cARTON 01/05/2022
1 20 in 1 BOTTLE; Type 0: Not a Combination
Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC Monograph Drug MO012 01/05/2022
Labeler - Beimora LLC (112753244)
Establishment
Name Address ID/FEI Business Operations
Humanwell PuraCap Pharmaceuticals (Wuhan) Co., Ltd 421293287 manufacture(27854-388)

Revised: 11/2024

Belmora LLC
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