BUSCAPINA- acetaminophen, caffeine, pyrilamine maleate tablet, coated
OPMX LLC

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.

Bus capina

Drug Facts

Buscapina

Active Ingredients (in each caplet)

Acetaminophen 500mg, Caffeine 60mg, and Pyrilamine maleate 15mg

Purpose

Pain Reliever, Diuretic, Antihistamine, Multi-Symptom Relief

Uses

For the temporary relief of these symptoms associated with menstrual periods
Cramps

Bloating

Water- weight gain

Headache

Backache

Muscle aches

Fatigue

Warnings

Liver warning: This product contains acetaminophen. Severe liver damage may occur if you take:
e more than 6 tablets in 24 hours, which is the maximum daily amount for this product
e with other drugs containing acetaminophen
e 3 or more alcoholic drinks every day while using this product.

Allergy warning: Acetaminophen may cause severe skin or severe allergic reactions. Symptoms may
include:
e skinreddening
blisters
rash
hives
facial swelling
asthma (wheezing)
shock

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

Do notuse



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 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

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
e Taking the blood thinning drug warfarin
e Taking sedatives or tranquilizers

When using this product

you may get drowsy

avoid alcoholic drinks

excitability may occur, especially in children

alcohol, sedatives, and tranquilizers may increase drowsiness

be careful whendriving a motor vehicle or operating machinery

limit the use of caffeine-containing medications, foods or beverages because too much caffeine may
cause nervousness, irritability, sleeplessness, and occasionally rapid heartbeat. The recommended
dose of this product contains aboout as much caffeine as a cup of coffee.

Stop use and ask a doctor if

® new symptoms appear

® redness or swelling is present

e pain gets worse or lasts for more than 10 days
e fever gets worse or lasts for more than 3 days

If pregnant or breast-feeding

Ask a health professional before use.

Keep out of reach of children

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

Directions
¢ Do not exceed recommended dosage.
® Adults and children 12 years and over: Take 2 tablets with water. Repeat every 6 hours, as needed.
Do not exceed 6 tablets per day
¢ Childrenunder 12 years: Consult a doctor

Other Information
e Store at room temperature



e TAMPER EVIDENT; DO NOT USE IF IMPRINTED SAFETY SEAL UNDER CAP IS BROKEN
OR MISSING

Inactive ingredients

® (Colloidal silicon dioxide
Hypromellose
Magnesium stearate
Microcrystalline cellulose
Polyethylene glycol
Polyvinyl pyrrolidone
Pregelatinized starch
Titanium dioxide
Talc

Questions or comments?
Call toll free 1-844-832-1138 Monday through Friday 9AM - 5PM or www.healthlifeofusa.com

Buscapina
Acetaminophen 500mg
Caffeine 60mg
Pyrilamine maleate 15mg
24 CapletsDistributed By:
OPMX

San Diego, CA, 92154



116 mm

NO VANISH AREA

85 mm

) 'SPIOP WnEN sl
paziunefaba:d ‘sunpifoud Puindod JooA(E susfiyadjod

P
Asaunyew Bupesado 50 apian jowow e Bum [UETEEnT

‘IO 0 AU EISAD00/W FIRIENS WY
‘apioip uoas [epiolie SjuaIpaibiuy w
INISSINY HO NEOES 1450 B3ONN 138 AL3VS

CHLNEAANE 350 LON OO | LNSCIAG H34INY L I
aimeEduE) wood e s il

LoneLLiojL! 1810

Honop e:rlsuo:'maﬁ 71 J3pun uappy W

e 4ad SI4GE) 9 Paadea 10U O Papaa 52 Sincy 9 fana Jeaday
I YU ST T ) A0 puR Siead 7| Laipply2 pue siipe
3650 PAPUSLALIODRI P332 10U OP Il

SlogIeNa

aseasu nun‘ﬁmlﬁpﬂ Toyeop: |l
WA s Aenadsa 100 Aew ApGRIDKS ESINLD
Jifoyozfe pioae EAsmoup 136 dew nod onpoid sk Bujsn usyym
siazyinbuen 1o sanepas Buppel |
uuepew Brup Buluuig pocyq au) utye: Il
2ienof j asn aiojag 1seuueyd J0 1010 & Y
SIYIU0N WU IO ewasAYdWa se yans
wajgoud Bunieany @ ll pusl aieisoad sy) o Juswabise|ua
01 anp uopeulin ur Kjnoyp i ewosne| s I sseasp o) Il
3By MDA J1 35N 2J0J3) JCI30P B HSY
swaipaibl oo
fue so PNpoud 5jy) 03 uogaeas xBiaR ue pPI,].Iil\i aney noﬁjl n

“SuioLs Jo sulis fue 330U 10U Op NOK Juara

URppLR oy S oM 5e 51N Joj Je33 51 UOjUENE PRI PIND
e 4B (72 1-722-008-1) J00a0) |ONLOT UOSK0G B 13RIL02 40
Oy eaipaw 196 ‘350puan0 Jo 358D U] URIP(IY2 JO R JO 10 daay
350 ai0gaq [euoissagod Yifeay € e BupaHreaq Jo weuBaid
sEp § Uy 0w 10j 5158 10 5100 5136 03y I

SRR (11 WRw] 340W 19y 5158 0 asiom s1a6 uled Il

wasaud 51 Bujgams 0 ssaupai g seadde swoidiuds maull

J 10130 @ yse pue asn doig

w00 jo dn @ 58 BUjEHED YN S IN0GE SWreIuoD npasd
S JO F50P PAPUSLILIGIRN 31 [ESLEAY Pides
pue I 1 L)
ane few aufayen q’.\mu 00) asne3aq sabesanag
40 'SPOG) ‘SuUCQRIPaL BuIUIZWIOI-BuIRYE) JO 257 341 Il

10 10130p & 58

uaqlaqu 24ng You 3ie nol“uoqdu:wm:cuouduxw

2 g 4auio Aue yijm I 350 ou og

‘A 1By dfay [eaipaw xoss pue asn

dos 50 voyeas 3| e [eauab 10 s e )|

Sp0ys [l (Guzasn] euise I Bujams [eoe Il 30y |

ysel g sis)|q @ Buiusppas upys I epnpul few swoidwils
“suogoeal wliage

BUBNEF 20 LS auanas asned Aew uaydowwenaoe Bujwem Kagy
1anpasd sy Busn iy fep Kana sjupp ey siow o ¢ Il
aydouueiaoe Bupsewed sirup age wm |l
TNPOIC 43 J0) JUNOWE AP LUNLIRLY 341 51 M

'SINGY 7 I SRR 9 WRy) asow [ e nod § inaao few sBewep
Jan)| asanag vaydouyweaoe sueluoz npesd sk fuywem

30 mm

s19jdo) 7

euidedsn

d

(nanuuoo) $39e4 Bnag (panuguos) spae4 Bnig
Drug Facts
M for the te bef of these symptol ated with menstrual periods:
Active MWM Purpose lgmpes Immlnmlw;ardw:gh(gamm;m‘a i e
{in each caplet) M backache M musc n?eaches Mfatigue
g Questions or comments? calliol free
Pyrilamine maleate 15 mg ... Antihistamine 1-844-832-1138 Monday through Friday 9AM=5PM EST >

Buscapina

Acetaminophen 500 mg

Caffeine 60 mg

Pyrilamine Maleate 15 mg

Pain Reliever

« Cramps / Colicos * Headache
+ Diuretic / Diurético ; [B):‘I:?(razlﬁe&beza
* Initability / Initabilidad  Dolor de Espalda 24 Caplets

EXP. DATE

Lot

NO VANISH AREA

NOVANISH AREA

BUSCAPINA

acetaminophen, caffeine, pyrilamine maleate tablet, coated

Product Information
Product Type

Route of Administration

HUMAN OTC DRUG

ORAL

Item Code (Source)

NDC:69729-130




Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ACETAMINO PHEN (UNI: 36209 1TL9D) (ACETAMINOPHEN - UNI:36209TLI D) ACETAMINOPHEN 500 mg
CAFFEINE (UNIL: 3G6 ASW338E) (CAFFEINE - UNI:3G6 ASW338E) CAFFEINE 60 mg
PYRILAMINE MALEATE (UNIE: R35D2913ZA) (PYRILAMINE - UNI:HPE31709TL) PYRILAMINE MALEATE 15 mg
Inactive Ingredients
Ingredient Name Strength

SILICON DIO XIDE (UNII: ETJ7Z6 XBU4)

MAGNESIUM STEARATE (UNIL: 70097M6130)

MICRO CRYSTALLINE CELLULO SE (UNIl: OP1R32D6 1U)
STARCH, PREGELATINIZED CORN (UNIL: 08232NY3SJ)
TITANIUM DIO XIDE (UNII: 15FIX9 V2JP)

TALC (UNI: 7SEV7J4R1U)

HYPROMELLOSES (UNII: 3NXW29V3WO)
POLYETHYLENE GLYCOLS (UNII: 3WJQO0SDW1A)

PO VIDONE (UNII: FZ989 GH94E)

Product Characteristics

Color white Score no score

Shape capsule Size 17mm

Flavor Imprint Code

Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date

1 NDC:69729-130-24 24 in 1 BOTTLE; Type 0: Not a Combination Product 01/05/2018

Marketing Information
Marketing Category  Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part343 01/05/2018

Labeler - opmx LLC (029918743)

Establishment

Name Address ID/FEI Business Operations
Elysium Pharmaceuticals Limited 915664486 manufacture(69729-130)

Revised: 1/2018 OPMX LLC
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