ACETAMINOPHEN DEXTROMETHORPHAN HYDROBROMIDE AND PHENYLEPHRINE
HYDROCHLORIDE- acetaminophen, phenylephrine hydrochloride, and dextromethorphan
hydrobromide capsule, liquid filled

J.P. BUSINESS ENTERPRISE

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.

ACETAMINOPHEN DEXTROMETHORPHAN HBr & PHENYLEPHRINE HCL SOFTGEL
CAPSULES

Drug Facts

Active ingredients (in each softgel) Purpose
. Painreliever/fever

Acetaminophen 325 mg, USP reducer

Dextromethorphan Hydrobromide

10 mg
Phenylephrine HC] 5 mg Nasal decongestant

Cough suppressant

Uses

temporarily relieves common cold/flu symptoms:
® minor aches

pains

sore throat

fever

muscular aches

headaches

nasal congestion

cough

Warnings

Liver warning

This product contains acetaminophen. Severe liver damage may occur if you take:
®= more than 4 doses in 24 hours, which is the maximum daily amount for this product
s with other drugs containing acetaminophen
s 3 or more alcoholic drinks every day while using this product

Sore throat warning

If sore throat is severe, lasts for more than 2 days, occurs with or is followed by fever, headache, rash,
nausea, or vomiting, see a doctor promptly.

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.
s 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.

Ask a doctor before use if you have

liver disease

heart disease

thyroid disease

diabetes

high blood pressure

trouble urinating due to enlarged prostate gland

cough that occurs with too much phlegm (mucus)

persistent or chronic cough as occurs with smoking, asthma, or emphysema

Ask a doctor or pharmacist before use if you are taking the blood-thinning drug Warfarin.

When using this product
= do not use more than directed.

Stop use and ask a doctor if
® you get nervous, dizzy, or sleepless
symptoms get worse or last more than 7 days
fever gets worse or lasts more than 3 days
redness or swelling is present
new symptoms occur
cough comes back, or occurs with rash or headache that lasts

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

Keep out of reach of children.

Overdose warning

Taking more than directed can cause serious health problems. In case of overdose, get medical help or
contact a Poison Control Center right away. Quick medical attention is critical for adults and for
children, even if you do not notice any signs or symptoms.

Directions
® Take only as directed—see Overdose warning.
® do notexceed 4 doses per 24 hours.

adults and children 12 years swallow 2 softgels with

of age and over water
children4 to under 12 years ask a doctor
of age

ggleldfen under 4 years of do not use

If taking Daytime and Nighttime s oftgels carefully read each label to insure correct dosing

Other information
® store at room temperature 15°-30°C (59°-86°F) and avoid excessive heat
® this product does not contain phenylpropanolamine



Inactive ingredients

FD&C Yellow No. 6, FD&C Red No. 40, gelatin, glycerin, polyethylene glycol 400, povidone,
propylene glycol, purified water, sorbitol sorbitan, titanium dioxide

Questions or comments?
1-888-333-9792

Distributed By: J.P Business Enterprise
Lake Grove, NY 11755

PRINCIPAL DISPLAY PANEL - 10 Capsule Blister Pack Carton
VALUMEDS
SEE NEW WARNINGS INFORMATION

Compare to the active ingredients
in VICKS® DAYQUIL®*

NON-DROWSY
DAY TIME

COLD & FLU MULTI-SYMPTOM RELIEF

ACETAMINOPHEN, DEXTROMETHORPHAN HBr, PHENYLEPHERNE HCI
® PainReliever
e Fever Reducer
e Cough Suppressant
e Nasal Decongestant

10 SOFTGELS
Liquid filled capsules



2INDfe g9 A yewapen paigysifal ayl jo Jaumo
JWes g 100l Aq PAINqUIsIp 10 painiaeynu e jou st janpad sigp,

- “uperegy Enip Bupuuy-poojg
i Gupyey a2e nof i asn aiojaq jsjaeuueyd 1o jojop & ey

26L6-826-888-1 /SJUAIILIOD 10 SUOIJSANY

BPIXOIP WNILEN) ‘VENI0S [0UQI0S ‘Jalem paiund
‘|oakjB suayfdod suopiod fop ak6 ausyfyiefod ‘uusakf uejsb

'O 'ON PeY R4 ‘9 ON #0l3A 0B s:uamwﬁul aAleu

aunepuedadiiuayd uruoa jou seoplanpoid sy B
1es| 8IS PIDNE JUE (4 98- 65} 2.06-.5 | njeladue) woal e aicls M

Buesfydus o
‘euuiygse *Bupyow s yum sin2o0 S yfinoa w10 wagsiad m
{snanuu) wiiyd yanw ooy yum sinaon jey) yne m
pu ayeisaud peBigua o) anp Bueuun 4qnog m
ainssaid poojq ufiy @ sapqup @ sseasip plosiy W
9SE8S|p Neay @ 9seas|p BA| @ eAeg nok ji asn asojaqinjaep B Y

Liojjetwoju) 1ayj0
buisop paiiod aimsuy
0} [0q 8] 2.4 pead Ajjnyaiea sjofjos a wuyyiy pue awifeq Buiyer §
881 j0U 0p afie Jo sieal  Japun uaipiy
Jopope yse | afe josieaf 7 Japun o) y Ul pjp
1an0 pue
1agem yuw spbyos g mojems | afie o sead 7) uaipip pue synpe
"sInoy 7 Jad sasop  peaca Jou op B

* upsem asopieng sas—peiaaip se Ao aye] @ Sppyj9alig

‘swojdwis 1o sufiis fire aanou 10U op nok ) UsA UBIP|IYI 10} pue
SR Joj B2 8] UDUSTE [Opaw oIng) “Aewe 6Ll saquag oljuog
LOSIOg B JoEjLa Jo djsy [eaipaw 186 ‘asopiao Jo asea U] “swajgoud
L [B3L SNOUSs 85MRD LeD pajaallp Liey) alow Buppe) :Guiuem ssopiaag
“URIP|IY Jo (3eal o jno daay

"0 2J0jaq [puojssejoud Lyeay v yse ‘Guipaayseair 1o jueufieid j

Jonpoud sk Buiyey auojeqisiewreyd

10J0J20 B YsE |0y U sueco Bnip vogduasard imod §1 mouy
youopnof y Gp oy ap Buddoys Jaye syaem 2 Joj Jo(eseasip
§,U0SUN B 10 'SUOIIpUD [Buonow 8 Jo ouyeafsd ‘uoissaidap 1) sErup
Ureiz0) (||} oWquur 8sepixn eulureouow ualjduosaid e Bubye) mou
aenofym speueyd 10 10j20p © §se ‘UsydoLiweiaar SUIEL0D
finJp e Jauaymains jou aie nof § “uondiosaiduou o uonduosaid)
uzydouiweiase fueod fnip ayio e yiw B s jou og

Aydwosd sojoop e aas Tugos
10 'easneu ‘ysel ‘aupepeal tana) Ag pama)o) st 1o yumsima0 ‘siep
7 UBL} A10LU 10} SISE| ‘919038 51 Je0.y1 8105 || :Bujuiem o) alng
1anpoud siy Buisn gy fizp Aana Syuup Yoo alow o ¢ W
uaydouiwerse Bunrewoa sbnip ayo yym

janpaud sig
0 JuoUIE e LIMUDEL B S|YILYI'SINOU FZ LI SEsDp f LELy icu)
ae nof J11nao0 few abeurep
1an) aaneg “uaydouweyece suEwoo Jonpoad Sy :Gujwem sBa

shujuiey

SISE| JEL] BB PEAL JO LUSEJ LI 811990 10 *§2Bq Sawod yfinos M
1390 slopdufs mau m
Juasaud 5| Buyjams 1o ssaupalm

yEnoom  uoseuos [eSeu M SPLDEpRA| M SEJEJENISILI M
lana;m Je0Jy 810 supd @ salIe oUW m
'sttojdufs njypjoa Uowwio sanayal Ajeiodiia} §a80)

sfiep £ Uey} Alow 558 Jo asiom sjeb Jansym
sfiep 7 eyl alow Jse) Jo ssiom 186 swoydwism
gs9)aa)s 1o Kzmp ‘snowau a6 nofm )i Jojaop eyse pue asn degg

"pepelp Uey) siow osn jou op M “ynposd suy) Bursn weyy

weisabuomp ey g g oy aunyda ey g
essaiddns ybinoy apwoIgupiy weydioyewoipag
1BNP3I1 BrayIBAal[al UBg™ agF i gzg wydouuepay

asoding (13yos yaea ) swajpaibu) apy

(penuuoa) spe4 Gnig

sjoe4 binig

(VaLuMEDs ¥

(VaLuMEDS ¥ |

BJi

JLLD) ¢

[
) [

) dl'e ] E d = ]

ACETAMINOPHEN, DEXTROMETHORPHAN HBr, PHENYLEPHERNE HCI

¢ Pain Reliever

L ' e BB 00 00 I R BB OO 00 RO RO RO IR 0O RO NO 0
40001

UCT IS PACKAGED IN A CHILD RESISTANT AND TAMPER EVIDENT PACKAGE.
USE ONLY IF BLISTERS ARE INTACT.




* Fever Reducer . ey

* Cough Suppressant 10 SOFTGELS
* Nasal Decongestant Liquid filled capsules
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ACETAMINOPHEN DEXTROMETHORPHAN HYDROBROMIDE AND
PHENYLEPHRINE HYDROCHLORIDE
acetaminophen, phenylephrine hydrochloride, and dextromethorphan hydrobromide capsule, liquid filled

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:59105-004

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength

ACETAMINO PHEN (UNTI: 36209 1TL9D) (ACETAMINOPHEN - UNII:36 209 ITLI D) ACETAMINOPHEN 325 mg
PHENYLEPHRINE HYDRO CHLO RIDE (UNIE: 04JA59 TNSJ) (PHENYLEPHRINE - PHENYLEPHRINE 5 m
UNIL:1WS29 7W6 MV) HYDROCHLORIDE g
DEXTRO METHO RPHAN HYDRO BRO MIDE (UNII: 9 D2RTI9 KYH) DEXTROMETHORPHAN 10'm
(DEXTROMETHORPHAN - UNI:7355X3ROTS) HYDROBROMIDE £
Inactive Ingredients

Ingredient Name Strength

POLYETHYLENE GLYCOL 400 (UNI: B697894SGQ)
PROPYLENE GLYCOL (UNIL: 6DC9Q167V3)
POVIDONE K30 (UNI: U725QWY32X)

WATER (UNIL: 059QF0KOOR)

GELATIN (UNIL: 2G86QN327L)

GLYCERIN (UNII: PDC6A3C00X)

FD&C RED NO. 40 (UNIl: WZB9127X0OA)

FD&C YELLOW NO. 6 (UNI: H77VEI93A8)
TITANIUM DIO XIDE (UNIL: 15FIX9V2JP)

Product Characteristics

Color red Score no score
Shape OVAL Size 20mm
Flavor Imprint Code 512

Contains



Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:59105-004-10 1in 1 CARTON 12/01/2014
1 10 in 1 BLISTER PACK; Type 0: Nota Combination Product

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part343 12/01/2014

Labeler - j.p. BUSINESS ENTERPRISE (078775890)

Establishment
Name Address ID/FEI Business Operations
MEDGEL PVT LTD 677385498 manufacture(59105-004)

Revised: 12/2019 J.P. BUSINESS ENTERPRISE
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