PAIN RELIEF PM- acetaminophen, diphenhydramine tablet
Pioneer Life Sciences, LLC

Pain Relief PM

Active Ingredients (in each caplet)
Acetaminophen 500 mg
Diphenhydramine 25 mg

Purpose

Acetaminophen 500 mg

reliever
Diphenhydraming HCI 25 Mg ...niiiiiii e
.................................... Nighttime sleep aid

Uses:
e temporary relief of occasional headaches and minor aches and pains with
accompanying sleeplessness

Warnings:

Liver warning: This product contains acetaminophen. Severe liver damage may occur if
you take @ more than 4,000 mg of acetaminophen in 24 hrs @ with other drugs
containing acetaminophen W 3 or more alcoholic drinks every day while using this
product.

Allergy alert: acetaminophen may cause severe skin reactions. Symptoms may
include: W skin reddening W blisters W rash. If a skin reaction occurs, stop use and seek
medical help right away.

Do Not use

W with any other drug containing acetaminophen (prescription or nonprescription).

If you are not sure whether a drug contains acetaminophen, ask a doctor or pharmacist
W with any other product containing diphenhydramine, even one used on skin i in
children under 12 years of age M if you have ever had an allergic reaction to this
product or any of its ingredients.

Ask a doctor before use if you have:
M liver disease

W glaucoma



W a breathing problem such as emphysema or chronic bronchitis

W trouble urinating due to an enlarged prostate gland.

Ask a doctor or pharmacist before use if you are
e taking the blood thinning drug warfarin
e taking sedatives or tranquilizers

When using this product
B drowsiness will occur
Bl avoid alcoholic drinks

W do not drive a motor vehicle or operate machinery.

Stop use and ask a doctor if

Bl sleeplessness persists continuously for more than 2 weeks. Insomnia may be a
symptom of serious underlying medical illness.

M pain gets worse or lasts more than 10 days
W fever gets worse or lasts more than 3 days
W redness or swelling is present

B 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 Poison Control
(1-800-222-1222) right away.

Quick medical attention is critical for adults as well as for children even if you do not
notice any signs or symptoms.

Directions:

W do not take more than directed (see overdose warning) adults and children 12 years
and over
W take 2 caplets at bedtime

B do not take more than 2 caplets in 24 hours unless directed by a doctor

B children under 12 years do not use



East

’

GenCare Consumer Products, LLC 40E Cotters Ln Suite A

HS3010200X

91880 N YWSUNIZ 1523 ' 3jng U SIae) 307 IT1 ‘SPNPosd Jawnsuoy a&gusg :Aq paanguasig
gane] WAssAS 2 Jowsl] wewspen paigsBaiel) 0 B0 LoSNg
SUEIYESH BUMSUDY BNV U] SUNSUC) LDRACMS LOSULOF A pENGESD D pamenuew o siongoud syl

10 a3
“oN 107

N L SE0AB DS SSUOT W
1 10 159 i o) weg Renuy ufinow fEpuoiy 0206 8692804 V2D ¢ SpUBLULLDY) JO suogsang)

el Wney|
‘Bl POy 1EES ‘sopostd imiod \pEs peauErbaY D0F ot sus et ‘SeEAS unssue
‘ssoR)) AEsko0ni BSUpWokH Z43N8 0804 L #ENB0 804, 3:0:3.&595@&5

BurssiLy 101H0I 51 55 201D [0} 390 10U 00 W4 /-5 0,577 E2l0S W ‘uogeLLIQul Iali0

a5 pu ek g)
0N BN W iopap & Ag paas P SSUNSNOYFT U mwnwowrmﬁwe. BHE}J0U 0P M aUApEg e SRz SN
BN u....uw.mwhm USDILD pue ginpe | {Bue mocuwﬁmmm_ Pe105UD URy] SI0W el juop m .hs_ﬂomhﬁ

Eb_nz.mw 0 518 8,?85 1CUCD NOK 1 U3 LSS0 0) S8 3 52 SINDE 0} 0060 S LOMISLE Ea03LL 0Ty
Heve w222, 22-0084) pavog osind ewon 0 dey Eapsw 1 Bsopeno josseou] Buwen asopsamn

NIHITHD 40 HIYIY 40 100 A3

“a6n a0 fEuossacd Weay 2 v ‘Bupeayiseaiq Jo ueubaid j uawpuco

STOLES 2 0 U615 30 P00 3sa). 1200 SUDKUS et MUEsa 3 BURS 10 S5Up3) MSieD € e s 51|
0350 50 120a mafep ) LByl AW 558 0 ssom 580 wed mrssau Eonaw Bullepun sosss o waduls
250 fELll BUWDSY “S851 7 U SI0W 1o ASnonuuen SjSSiad SSaUsS3riaas W J1I0JI0D B YSE PUE 35N do)g:

Apunpew
SEB00 0 3DLAN DI0U B \ED10U CD W SHLLD 2I0UCHE DONE B Moo i ssausnon @ pnpasd su) Bursn uaym

“SERNEL

1o sangepes Dunve) wuuepey, up Buwuw poag 3u) ue) mare nof J asn ainjaq speueyd 1o 0jop BYsy
R “puefi agsad pefiens e o anp Bewnsmon w sipuon Juap

soeuseludus s ons wanod Sugesig e wewemef wasessp sy m aney nok J 3sn alojaq Jojop eXSY
suepeiin 51 o fre 0 mpod sag o wiea afise

U Py e aneynok i maBe 1o seal 7) IS0un KD U W UKE U0 [R5 300 USNe ‘SlUEhiLsucp Suepoo
Enpod £ fue Wi msoeysel 0 101200 € 5 IBUCOULLE DR 51 oo frupe sagiuw ams jou are o)
{ioydesaruoy o widosan) wyduueice Buusuco B w0 fue i masn joy og

fewe 1i5a diay peopauw e s pue asn dojs ' ST000 UDIDSE) US 2| USel Wsss1 mBuLsipa s m:anpu few
sLucidLG RIDIDES) UNE 23135 3600 fEW L UydouLEpe v Mty prpor sy Bus s fep (eie syap
YOO 0O £ W uagdanese Buuepoo sBup Bue wm m sz wuspange o B o00'Fusgacw
e oA 1 mo0o Retls a5eUED 13N 228G "USUAOULLER0R SUBICO D00 su| fumem ssan .mm_._E.ﬁ.g

ssaUssapiaas Ouiedlnooe i SUEd [UR 53008 J0ULL DUE SSUDEDESY) JELOISED00 10 iR fmodus) m .mab

pE (385 AW B g7 [oH anEpiwsuia
ISR UEY B 05 waudouwEsdy
asoding (yorclea yoea ) syuaipaubuy anoy
sjoeg bnig

‘Burssi Jo uskoug s1 ded uspun [2as fjages §asn 1ou 00 INSAIAS H3dINYL

>~
>
eliplets

GenCare
generic healthcare
+ 9 375.

DIPHENHYDRAMINE HCI 25 mg

Nighttime Sleep Aid,
Non-habit forming

pain reliever/sleep aid
ACETAMINOPHEN, 500 mg

Pain Reliever

Eém Relief "IV

e do not use if foil or inner seal is broken or missing

e store at 20°-25°C (68°-77°F)
FD & C Blue # 1, FD & C Blue # 2, Hypromellose, Microcrystalline Cellulose, Magnesium

Stearate, Polyethylene glycol 400, Pregelatinized Starch, Polyvinyl Pyrrolidone, Stearic

Acid Powder, Titanium Dioxide.
This product is not manufactured or distributed by Johnson & Johnson Consumer Inc.,

McNeil Consumer Healthcare
Division., owner of the registered trademark Tylenol® Extra Strength Tablets.

Call 1-732-698-5070 Monday through Friday 9am to 5pm EST or visit

Other Information
Inactive Ingredients
Questions or Comments?
www.pioneerlifesciences.com
Distributed by

Brunswick, NJ 08816

NDC:72090-006

Item Code (Source)

HUMAN OTC DRUG

ORAL

acetaminophen, diphenhydramine tablet

PAIN RELIEF PM
Product Information
Product Type
Route of Administration




Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
DIPHENHYDRAMINE HYDROCHLORIDE (UNII: TC2D6JAD40) DIPHENHYDRAMINE 35 7
(DIPHENHYDRAMINE - UNII:8GTS82S83M) HYDROCHLORIDE 9
ACETAMINOPHEN (UNII: 36209ITL9D) (ACETAMINOPHEN - UNII:36209ITL9D) ACETAMINOPHEN 500 mg

Inactive Ingredients

Ingredient Name Strength
FD&C BLUE NO. 1 (UNII: H3R47K3TBD)
FD&C BLUE NO. 2 (UNII: LO6K8R7DQK)
HYPROMELLOSE, UNSPECIFIED (UNIl: 3NXW29V3WO)
MICROCRYSTALLINE CELLULOSE (UNIl: OP1R32D61U)
Magnesium Stearate (UNIl: 70097M6130)
POLYETHYLENE GLYCOL 400 (UNIl: B697894SGQ)
STARCH, CORN (UNII: 08232NY3S))
POVIDONE, UNSPECIFIED (UNIl: FZ989GH94E)
STEARIC ACID (UNII: 4ELV7Z65AP)
Titanium Dioxide (UNIl: 15FIX9V2)P)

Product Characteristics

Color blue Score no score
Shape CAPSULE Size 27mm
Flavor Imprint Code None
Contains
Packaging
# Item Code Package Description farketingistant Marketing End
Date Date
1 NDC:72090-006- 375 in 1 BOTTLE; Type 0: Not a Combination 05/08/2024
25 Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC Monograph Drug MO013 05/08/2024

Labeler - prioneer Life Sciences, LLC (014092742)
Registrant - prioneer Life Sciences, LLC (014092742)

Revised: 5/2024 Pioneer Life Sciences, LLC
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