ALLERGY PLUS SINUS HEADACHE- acetaminophen, diphenhydramine hcl,
phenylephrine hcl tablet, coated
Spirit Pharmaceuticals LLC

Allergy plus Sinus Headache

Drug Facts

Active ingredients (in each caplet)
Acetaminophen 325 mg
Diphenhydramine HCI 12.5 mg
Phenylephrine HCI 5 mg

Purpose
Pain reliever
Antihistamine

Nasal decongestant

Uses

» temporarily relieves these symptoms of hay fever and the common cold:
* runny nose

* sneezing

* headache

* minor aches and pains

* nasal congestion

» temporarily relieves these additional symptoms of hay

* fever:

* itching of the nose or throat

* itchy, watery eyes

Warnings

Liver warning: This product contains acetaminophen.

Severe liver damage may occur if you take:

* more than 4,000 mg of acetaminophen in 24 hours

* 3 or more alcoholic drinks every day while using this product
» with other drugs containing acetaminophen

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

* blisters

* rash

* skin reddening



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

Do not use

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

» with any other product containing diphenhydramine, even one used on skin

* 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.

* if you have ever had an allergic reaction to this product or any of its ingredients

Ask a doctor before use if you have

* liver disease

* glaucoma

* thyroid disease

* heart disease

* diabetes

* high blood pressure

» difficulty in urination due to enlargement of the prostate gland
* a breathing problem such as emphysema or chronic bronchitis

Ask a doctor or pharmacist before use if you are

* taking the blood thinning drug warfarin
* taking sedatives or tranquilizers

When using this product

do not exceed recommended dosage

excitability may occur, especially in children

marked drowsiness may occur

alcohol, sedatives, and tranquilizers may increase drowsiness
use caution when driving a motor vehicle or operating machinery
avoid alcoholic beverages

Stop use and ask a doctor if

* nervousness, dizziness, or sleeplessness occur

* pain or nasal congestion gets worse or lasts more than 7 days
* new symptoms occur

* fever gets worse or lasts more than 3 days

* redness or swelling is present

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

Keep out of reach of children.



In case of accidental overdose, get medical help or contact a Poison Control Center (1-
800-222-1222) right away. Prompt medical attention is critical for adults as well as for
children even if you do not notice any signs or symptoms.

Directions

* do not use more than directed

 adults and children 12 years and over

 take 2 caplets every 4 hours

» do not take more than 10 caplets in 24 hours
* children under 12 years: ask a doctor

Other information

» store at 250C (770F); excursions permitted between 150-300C (590-860F)

Inactive Ingredients

microcrystalline cellulose, pregelatinized starch, croscarmellose sodium,

polyvinyl pyrrolidone, colloidal silicon dioxide, stearic acid powder, polyvinyl alcohol,
polyethylene glycol, titanium dioxide, talc, tartrazine yellow lake, brilliant blue lake, indigo
carmine lake

Questions or comments?
1-888-333-9792
READ AND KEEP CARTON FOR COMPLETE WARNINGS AND INFORMATION

TAMPER EVIDENT : DO NOT USE IF CARTON IS OPENED OR SAFETY SEAL
UNDER CAP IS BROKEN OR MISSING

Distributed By:
Spirit Pharmaceuticals, LLC
Ronkonkoma, NY 11779

ORIG 05/21
Made in India

label and carton
label



G )
101

ujua Ha50 A MO
oy U ot
n_._._mnuEEmEEn_E_amEE_ﬁ_“_

T0LERE-880-1 S SJUSUILOS JO SUONSENY

, Hoofis] o053 Lot pjiu e
suEInE: () 152 B A0SE YOI B ap Jay 0
QYR SEH 7| I8 PR

L TEATERD 20 ) EHﬁE._ o

sy pAae sjapka g eyl
JE0 PLIE 5B 7], LD PUE SjNpem
[0 e Euou esn Jou O SUORIE ]
s iz o sufle fue aogou jouop nak |l wea
LEIRLD 10 S8 M SE STNPE JOf BIOUD S LOUERE E21pL
Yol “Aese Jyu __wwﬂ.wmqﬂf JauEy ALy ey
B JIEJUCE 0 djaY [E3(paLL 180 *Bs0p.AKD ELBPIIOE 0 BSED U]
T T
(B joud gEa U & §se ‘Buipea)-|seai 4o jueuBad )|
By douiweze fuiweue snip Byio pwE
1anpoad siy) Gusn g1y fep B8 S{ULD TPYoIE A0w 0 R
SN0 7 U1 way dow weyae o Gw g eyjaon e
2y} Nk § 00 e w aBBWEp Jan) waneg
“ Uy dou L Bec s B papoud [y 1]

ok foh 'y fu

A JEg o ey Ay o Gaygim
‘eng iy yo=wojduls [RIogippeesaly sl fiLRdue |
oo e @ R USSR ICUWE  SUTRpe |
fumasm U B PPILUOLLID By pLB
Jong, MR )0 swogduds s sarap) JLEXdUE B 585
fuw g oy endayuagy
[ AILE R
SEu IIa
asoding  (jajtiea y9ea ui) Suaipeiul aupy

SHOLY HEC NI L2000 QR SDIHIN SR
AT HH HOLEFD E0 433

SIHISEN B0 W3 04
S J¥IHITNN 1938 LLHNE A1 350 AW 0

VALURIZINE;:)

0
=]
£
@
)
=
£
6
h
©

@
z
£
&
=
= o
B B
® £
™ E
@ 8
Q@
L«

=
2
a
E
@
E
=

£
g2
2

it
e
i3

£
E
%
=
5
[
E
£
5
&

carton



T T

- 5808 ] (0N E I
ABuLpey e sd
10 AR 0L E BUjApp LB LOJED 65N W
SHUEME
A5H 0 A8 S rue 1) pue ‘Sanjepes oyt |
o Eﬁua_ Bl B
LEIPILE W B dse ‘nzoo few Ay NEpe B
Blesnp EOUBLIL S pEIE DU 0D B
{anpoud s Bugnumw
5 Enky &) o SAEpestuyg
Uy e Binp Bujwigg pooyg eu) fiue) m)
WE mAQ BN BI0BT EIBWUR) 10 J0p0pE By
|IpWN
"___E_E_“_EEEEEHNEES_WEE&M-
[0 B8
BIJ310 JUBLLEG BB 0] 60 UOCRULA 1 K]IroLp m
anssud pong WUm SEPEDE  ESEEE|p]Ey N
EEEQ pLyE ewmeie  Em0 ENE
AR Mo RSN MIAEDJ0j30P B X5Y
S|uBpEIE) ) 0 FE 0 pnpod
S} muoEEe 36 BIE E ey B eel i) |
“pnp.d gu) Bune 80/
EEeLL ) 10 JOpop €YSE W UESW I fnp
ﬁm“._ﬁm__i_ WY 0 P ok )| EnIp) o )
Y5 16 E S{BEM £10010 ‘(RSEREID SUOSNIR
10 ‘SI0[IDL0D EUDOLE 10 JEIYET U0EsR It
E__E_:Eaum_ | 10| R
BUEOL U EsaId 2 DUPE) MOUAE Md) |

nuuce) ey b

-

1 & e ee gy o s p ey o A ey e
851 Jill 0

116y [EXPELL ¥BBSFUE BN d0YS ‘SN H0UQ)e8 UNSE
LE¥S RUAAES BETED AW Ly | LEp Ty e A Ey

=) G a__iﬂ‘.__mmﬂ_h_uunaﬁ A0l DEN
SINY fE LI LBy

‘I LERE SUENE PN UL :bupie Ban

g

BUUBpE! EW  IEEIE  SIEEI0N
Bpna| W s s sufpe

U ey G epo sBup B yymm
Jampoud

UpuEEEe Jo fiw (oo Leyjeiowe
R} M0A )1 1m0 AR ABELED BA) 8RS

IWEN

S8 A AL BOIU)I0 s0U ) o Gug D m
LT

fy Jo aucydu i) Iy ppe esey) See A fRcdwe e

UgSEUCO PR N SNE PUE S DU B

wemeyn fumeE e esou e

110 DL ALY}
PLE BAa) AL B i s sy sae el AL Rodwe)m
Sa5
................. 815 £ el
fiw 57 1 H ey s
T ——— il 52 iUtz
(1ydea yoea uj)
asoding SQualpaui aulpy
speq bingg

_ NOLLYWE O] ONY SN, _
313 WMDY B0 NOLLHYD dTIH N V3K

2N

EYPULR L] EPEW

|E/50 9H0

BLLHL AN BLENURLEY
O] SENNECRLLIE 01 d5
i pEmg=0

symptom
12 caplets

Multi

us headache
Diphenhydramine HCl- Antihistamine
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ALLERGY PLUS SINUS HEADACHE

acetaminophen, diphenhydramine hcl, phenylephrine hcl tablet, coated

Product Information

Item Code (Source) NDC:68210-4190

HUMAN OTC DRUG

Product Type

ORAL

Route of Administration




Active Ingredient/Active Moiety

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

DIPHENHYDRAMINE HYDROCHLORIDE (UNII: TC2D6JAD40)

(DIPHENHYDRAMINE - UNII:8GTS82S83M)
PHENYLEPHRINE HYDROCHLORIDE (UNII: 04JA59TNS]) (PHENYLEPHRINE -

UNII:1WS297W6MV)

Inactive Ingredients

Ingredient Name

MICROCRYSTALLINE CELLULOSE (UNIl: OP1R32D61U)
STARCH, POTATO (UNII: 81089SAH3T)

CROSCARMELLOSE SODIUM (UNII: M28OL1HHA48)

PYRROLIDINE (UNII: LJU5627FYV)
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)
STEARIC ACID (UNII: 4ELV7Z65AP)
POLYVINYL ALCOHOL, UNSPECIFIED (UNII: 532B59J990)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNIl: 3WQOSDW1A)
TITANIUM DIOXIDE (UNII: 15FIX9V2]P)
TALC (UNIl: 7SEV7)J4R1U)

FD&C YELLOW NO. 5 (UNII: I753WB2F1M)
FD&C BLUE NO. 1 (UNIl: H3R47K3TBD)
FD&C BLUE NO. 2 (UNIl: LO6K8R7DQK)

Product Characteristics

Color
Shape
Flavor
Contains

Packaging
# Item Code

NDC:68210-

1 4190-1

Marketing Information

Marketing
Category

green
CAPSULE

Score
Size
Imprint Code

Package Description

1in 1 CARTON

Basis of Strength Strength
ACETAMINOPHEN 325 mg
DIPHENHYDRAMINE
HYDROCHLORIDE 12.5 mg
PHENYLEPHRINE 5 mg

Strength
Nno score
19mm
5504

Marketing Start
Date

11/11/2021

12 in 1 BOTTLE; Type 0: Not a Combination

Product

Application Number or Monograph

OTC Monograph Drug MO012

Labeler - spirit Pharmaceuticals LLC (179621011)

Marketing Start
Date

11/11/2021

Marketing End

Date

Marketing End

Date



Revised: 12/2023 Spirit Pharmaceuticals LLC
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