PRESSURE AND PAIN PE- acetaminophen and phenylephrine hydrochloride tablet, coated
Chain Drug Marketing Association

Disclaimer: Most OTC drugs are not reviewed and approved by FDA, however they may be marketed if they
comply with applicable regulations and policies. FDA has not evaluated whether this product complies.

QCH - 1120 - 2019-1004

Drug Facts

Active ingredients (in each caplet) Purpose
Acetaminophen 325 mg Painreliever/fever reducer
Phenylephrine HCI 5 mg Nasal decongestant
Uses

® temporarily relieves these symptoms associated with hay fever or other upper respiratory allergies,
and the common cold:

® sinus congestion and pressure
= headache
® minor aches and pains
® npasal congestion
® promotes sinus drainage
® temporarily reduces fever

Warnings

Liver warning

This product contains acetaminophen. The maximum daily dose of this productis 10 caplets (3,250 mg
acetaminophen) in 24 hours. Severe liver damage may occur if you take

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

® with other drugs containing acetaminophen

® 3 or more alcoholic drinks every day while using this product

Do notuse

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

® 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

heart disease

high blood pressure

thyroid disease

diabetes

trouble urinating due to an enlarged prostate gland



Ask a doctor or pharmacist before use if you are taking the blood thinning drug warfarin
When using this product do not exceed recommended dosage
Stop use and ask a doctor if
® pervousness, dizziness, or sleeplessness occur
® painor nasal congestion gets worse or lasts more than 7 days
s fever gets worse or lasts more than 3 days
= redness or swelling is present
® new symptoms occur
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
OT Symptoms.

Directions
® do not take more than directed (see overdose warning)

adults and ® take 2 caplets every 4 hours
children 12 ® do not take more than 10 caplets

years and over in24 hours

childrenunder = aska doctor
12 years

Other information
= store between 20-25°C (68-77°F) in a dry place
® retain carton for complete product information

Inactive ingredients

colloidal silicon dioxide, croscarmellose sodium, FD&C yellow #6, hypromellose, lactose,
magnesium stearate, povidone, pregelatinized starch, propylene glycol, sodiumstarch glycolate, stearic
acid, titanium dioxide, triacetin

PRINCIPAL DISPLAY PANEL

NDC 63868-971-24

QUALITY CHOICE

TCompare to Active Ingredients in SUDAFED PE® Pressure + Pain
Pressure + Pain PE

Pain Reliever / Fever Reducer, Nasal Decongestant

Acetaminophen, Phenylephrine HCI



For Relief of:

Sinus Headache

Sinus Pressure & Congestion

24 Caplets

SEE NEW WARNINGS INFORMATION & DIRECTIONS



A sieak 2l
njMpeysen Japun uJpy

S0y ¢ Ui s13idea O UL aIow ayel Jou op m | Jano pue sieaf 21
sinoy f sana sjajded Z ayep m | uaipjy pue synpe

(Bupusem as0pIaAD 33S) Paj2aJP UBL) 310w BYE J0U 0P m
suonaalig

“stw0ydusés 1o sufis e 010U Jou Op NOK I U243 UAIPILD 10} SE |3 SE SyNpE J0)
(B0 §{ LORUANE (PR ¥OIND ‘(722 1-222-008- L) Aeme JyBu Jjueg janue)
oS04 B 1000 0 diay reapaly a6 ‘asopiand 0 a5 u) :Bupwem asopiang

“UIP|IYA Jo Yaeal jo jno daay
“a5n aK0jan [Bunissajud uesy & yse "Buipaaj-1sealq Jo jueubaid )|

-« suaupasbiun sy o fue 10 Jonpasd Sup o) wogoea: fsaye U pey Jaka aney ol y m
Janpasd sy Burye) ax045q Jsoeuireyd 10 10)20p ¥ 'OV
ue supeguod Brup uopduosasd anad g mowy jou op nok y *Brup oV
auy Bunddags Jalye SHaam 2 J0j J0 ‘(3SBASID S, UOSUDE J0 ‘SUDNIPUDD
[UOROWA Jo ‘Jueiafsd uoissasdap Joj sBirup uryiaa) 10viN)
10}qgUI BSEpRO aurouow uonduasaid & Bupe) Mou ae nok i m
“IS19eweyd J0 J0190p B XSB USUCOUILUEISIE SUEIU0D
Brup & sayjaym auns Jou 212 nod jj “(uonduasaiduou 1o uoyduasaid)
ualjdoulwelace Guiliejun) Grap ssulo fUE v m s jou og

Jonpoad siyy Guisn apym Aep A12A2 SYULP NDYDITE AI0W J0 € m
uaydouwejaoe Guiieuod sbrup Jauyo ym w

SN0y g Ui uaydouiweyaoe o B pQ't Ley) 10w m

ey nok 1 1200 Kew aBRWED Jan| 219A8S 'SIN0Y FZ

afbiesop papuatuliosal paaaxa Jou op janpoad siy) Buisn uaum

- fmﬁfwﬁfm mi o2 i (vaudouserace b sz saden 01 st anpoid sup o asop Agep
uasaid s Buiams Jo S53upal m WINLLIVEL 31| ualdouiweace surejuod jnpoud sy JBuuesm Jaan
sKEp £ UL} 10W SISE] 10 BsI0M 5706 Jana) m Sbuusem
sAEp / URL) B40wW 5ISE) J0 asiom Sjalb uonsabuos jeseu 1o uied m 193
! ) saonpal fuesodway m afieuesp snus sajowosd m
00 SSSHHIIS ‘l” ?f"f“’ s’?lfgm‘“”‘”‘d " uonsabuod esed w siifed pUE S3U28 JOUIL w
JHEAE o aysepesy m  aunssaad pue uonsaBuod snus w

P09 uowwwoa ay) pue ‘saifise Aiojendsal saddn Jaujo Jo Jsanay

uuepen Brup Buwuy | fey yum paerosse swaodwits asay) saraljel flueiodwis) . Sas

paoq at Bupye) aie nok ji asn aiojaq jsidewaeyd o J0jaop B ¥Sy
DURID a1es0xd paOIEIA UE o) anp Bugeuun ajgnozt m | 1VEIS3BU0Dap fesepy B § 1DH suuudaliuaug
sajpnep . aseasppoiim  ainssaid poog ybiy m | 120NREL KRSl IBKSNRI UlBd Bu 52 uaydouwelay
aspacp UEsUm  eseaspianjm  aneynok j asn aiojeq Jojoop e ysy | @S0dINd (1a1dea yaea w) sjuaipalbuy anyay
(panunuoo) sjoe4 nig sjoe4 bnig

Maximum Strength,

L]
CHOICE

Non-Drowsy

Pressure & Pain PE

Pain Reliever | Fever Reducer, Nasal Decongestant

NDC 63868-971-24

*Compare to
Active Ingredients
in SUDAFED PE"
Pressure + Pain

Maximum Strength, Non-Drowsy

Pressure + Pain PE

Pain Reliever | Fever Reducer, Nasal Decongestant

Acetaminophen, Phenylephrine HCI

For Relief of:
Sinus Headache
Sinus Pressure & Congestion

24 Caplets

SEE NEW WARNINGS
INFORMATION & DIRECTIONS

4 'F50j08] ‘asoywoudiy oy mojak 7904 WNIPOS SOBWUEIS0I)
‘apow UodS [P0y SpUrRYPasbiuy el

uofewojul janpard 8 iduwog Joj UOUED Uk m

Ugadela) ‘apreolp wnjuey) ‘pre Jueals ‘ajeioakis yamls wnipos
‘oakif aua)fdosd yaeys paziuneafiaud ‘suopwod ‘ajesea)s wissubiew

20010 Aup B U1 (4.2-89) 0:52-0Z U22NGG 2.0/ m
uoneuLIoul 1930

(panunuod) spoe4 6nig

(panunuoo) spoe4 g

F1120060CH_R1

4. Distributed by C.OUMA. Inc

« 43157

)
e

L::-,

Hoathcare, lviuir of Sudeed PE®

Pressure + Pain.

DO NOT USE IF BLISTER UNITS
ARE TORN OR BROKEN

1 This product is not manufactured or

distributed

PRESSURE AND PAIN PE



acetaminophen and phenylephrine hydrochloride tablet, coated

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:63868-971

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ACETAMINO PHEN (UNII: 362091TL9D) (ACETAMINOPHEN - UNI:362091TL9 D) ACETAMINOPHEN 325 mg
PHENYLEPHRINE HYDRO CHL O RIDE (UNII: 04JA59TNSJ) (PHENYLEPHRINE - PHENYLEPHRINE 5 mg
UNIL:1WS29 7W6 MV) HYDROCHLORIDE
Inactive Ingredients
Ingredient Name Strength

SILICON DIO XIDE (UNII: ETJ7Z6 XBU4)
CROSCARMELLO SE SODIUM (UNII: M28 OL1HH48)
FD&C YELLOW NO. 6 (UNI: H77VEI93A8)
HYPROMELLOSE, UNSPECIFIED (UNII: 3NXW29V3WO)
LACTOSE (UNIL: J2B2A4N98G)

MAGNESIUM STEARATE (UNIL: 70097M6130)

PO VIDONE, UNSPECIFIED (UNI: FZ989 GH94E)
STARCH, CORN (UNI: 08232NY3SJ)

PROPYLENE GLYCOL (UNIL: 6DC9Q167V3)

SODIUM STARCHGLYCOLATE TYPE A CORN (UNIL: AG9B65PV6B)
STEARIC ACID (UNII: 4ELV7Z65AP)

TITANIUM DIO XIDE (UNIIL: 15FIX9V2JP)

TRIACETIN (UNI: XHX3C3X673)

Product Characteristics

Color orange Score no score

Shape OVAL Size 17mm

Flavor Imprint Code AAA;1114

Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:63868-971-24 2 in 1 CARTON 08/29/2007

1 12 in 1 BLISTER PACK; Type 0: Not a Combination Product

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph final part341 08/29/2007



Revised: 10/2019 Chain Drug Marketing Association
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