PREMSYN PMS PREMENSTRUAL PAIN RELIEF- acetaminophen and pamabrom and
pyrilamine maleate tablet
Focus Consumer Healthcare, LL.C

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.

Premsyn pms Premens trual Pain Relief

(in each caplet)

Acetaminophen 500 mg

Pamabrom 25 mg

Pyrilamine maleate 15 mg

Painreliever

Antihistamine

Diuretic

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

cramps
headache

bloating

backache
water-weight gain
muscular aches
irritability

Allergy Warning: Acetaminophen may cause severe skinreactions.
Symptoms may include:
¢ skinreddening

e blisters
e rash

if askinreaction occurs stop use and seek medical help right away.

Liver warning: This product contains acetaminophen. Severe liver damage may occur if you take
more than 8 caplets in 24 hours, which is the maximum daily amount

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.

Ask a doctor before use if you have:



liver disease

glaucoma

a breathing problem such as emphysema or chronic bronchitis
difficulty in urination due to enlargment of the prostate gland.

Ask a doctor or pharmacist before use if you are:

taking the blood thinning drug warfarin

taking sedatives or tranquilizers

When using this product,

you may get drowsy, avoid alcoholic beverages

alcohol, sedatives and tranquilizers may increase drowsiness
use caution when driving or operating machinery
excitability may occur, especially in children

stop use and ask doctor if:
e Paingets worse or lasts for more than 10 days
fever gets worse or lasts for more than 3 days
new symptoms occur
redness or swelling is present
If pregnant or breastfeeding, ask a health professional before use.

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.

Ask a doctor before use if

you have
e liver disease
e glaucoma
® a breathing problem such as emphysema or chronic bronchitis
e difficulty in urination due to enlargement of the 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
® you may get drowsy, avoid alcoholic beverages
® alcohol, sedatives and tranquilizers may increase drowsiness
® use caution whendriving or operating machinery
e excitability may occur, especially in children

Stop use and ask a doctor if

® paingets worse or lasts for more than 10 days
e fever gets worse or lasts for more than 3 days
® new symptoms occur

¢ 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 overdose, get medical help or contact a Poison Control Center right away. Quick
medical attention is critical for adults as well as for children even if you do not notice any signs or

symptoms.

Keep out of reach of children. In case of overdose, get medical help or contact a poison control center
right away.

Quick medical attention is critical for adults as well as for children evenif you do not notice any signs
Or symptoms.

adults and children 12 years and over:

e take 2 caplets with water every 6 hours as needed

¢ do notexceed 8 caplets ina 24 hour period or as directed by a doctor
® do not use more than directed (see warnings)

children under 12 years: ask a doctor

blue 2, candelilla wax, corn starch, ethylparaben, magnesium stearate, microcrystalline cellulose,
polyethylene glycol, polyvinyl alcohol, povidone, pregalatinized starch, propylaparaben, red 40,
sodium starch glycolate, stearic acid, talc, titanium dioxide

TORLE = ML . we - oM JNUINSUR] SN00Y —— “JEMYEIH FIUTELG S04 |0 unjssmad
UBIIIA PISSIRLET DU FELEM POSEHRE 33 PRESIAND 30 1051 KB PR I7T) eI 10 Aot ' RERIH IV + 0| "SRy | OUESLERS iaingu0s
9 ABUERS PASTRDA E 5 GINOINV + UK KRR YRS 0 B8 00 s . o e AN SO L= |
AL | TRRI00 of 505 AP + DATEIBUL FSUNAED SS3UN 01 T + KD 21 U
E
I A9ASSCNSN ALY AN - QdNI¥IHLO
W SIOINDNE SHHOAND SNLFOD NOUWINACHd
s i
oy [l 4L HmING SGLY L2 T2 NYQUOH BIONY HINDISEO
g =35 idgL WDOLS FLLEGLEZS NYIWOIA ANYLLHE  INNCOY
ILETDL ZA OXTNA/ IS0 QOHLIW INfEd QFIDIELATLLE "ON Jan
UL UL EUMOBMIE 553 CENIUNG SLNCY TIATSTIOG ON LNV
SNOISIAIY rmma"‘: ;‘I“;J"l"ﬂ';;x;‘" LFRTHD #3NN 3K PRI Z0AZATRO0 NLD 1300 WSHd  BWVN 311
LI'PLB HO0D + 2D HOLWELSITY  IWVED0NS NLD 1000 W3dd  BIVN L2Er0ud
a3LV3IND Tiva SHOT00 NoULInaoud NOUVIWNHOSN

x4 HITHO HHOM ufswalg (hyvHy

AHOMLHY SHYIHLYIH HIWNSNOD SND0d

o

Drig Facts (i Drug Facts |

Wi using this produst
-+ you may get drowsy, aveid alcohalic

ves and tranquiizers | spmpeoms

Cuick medical atlention is ciilisl for
adults as wal as for children eeen

ity may occur, especially
in childan

Shop e and ek 3 dockor it

* pein gets. morse or Lists for rrore
thas

har, 10 days
* e Bt WOrBa 07 el for e
shan 3 cays

= 2, carrdslila wa

e w0
Feep out of reach of children. in [
0 of cwirdaa, gt midical halpor Jf P
contnal a Paisen Control Centler
g awy,

. e

(B0
childran undar 12 years:

Inactive mgradients
b L N

1] 20LEy 8912 CTEIOD

ey e s '
& ]
2 il i 2
z 12
I 4

o R Sl ] pM )

RDYUROY JBWMEU0D

SNOo&d

g=zd [ 2
] E E i ‘Uany oy v g

g_ Eg ;3 Sla|dE)‘lit VTN ?mﬁff'é‘ﬂuﬂﬂ Im?u:::_:u,r"nlﬂ::
S3E ;‘% P Guneojge AujigeMuje  UDISUD] e
‘_§%§_ S= Jo J31124 WoIpuls [ENISUIWALY
i 130 NG
g EF |22 031v03 MIN M
igh (ZE @

V3ady an1o 32f |32 -
i1 &g
ggg | = SIS I




1212y awoIpuis

o - ‘:\ |ennsuaald
el ey
Py LENT) o =
J+  OFIHSINHVANN 'l‘\
[ d¥3/L0 HOd i
2 EEUENEREH] e
m HEINHYAN N
o Nnadksva HISNIYLS WNWIXVIY
3, ANmdlonod
~2 o ,“.{' F el e s s e e gt e
=z :I'I:.‘- /_,---—‘--»‘,,\
@
wosadogldapue
SSLNIWWOD HO SNOLLSAND HISNIELS WOWIEVN

(gt \ ] seni) sncmtrg [ iewinssey,
ane[ ] moi-2 [ epe ] s ] oo
L9EET 2

6661101 1npo.g

J00ESLRLG 8 W) 949

#iea jOOHd 241

oN
Drug Facts Drug Facts (continued)
Active ingredients  Purposes | Gamage may cecor e taka s mers
{in each i jch s T
e e e e Aostaiinogien 500 . Painssere | feud
amaarom 25 -.-Dhurati:
S3IDNVHI d3IAOUddY L
Uses for the temporary refisl of
wowsanba o7z 30 smop ] e syinistoms associabed wih
manstrun amps
SURDE Ddn * heacach bo\:"ad‘_e
YR SO0 [DGET PUE SHYNEME 10100 :_ @ain » muscular pchag
SEOX DE0E Warnings -
warning: Acatarninaphon
(dxapol) sy paysiueaun [ T A ity i
yrmatoms may incado; + skin - +
o k] R
" ) a 5ki ra 1250 and
(jied 5 7) azs adfL souk madi use if you are » taking the blood
(ol MIIHO 'LdaAA JIHAVHD Lhver warning: Tl product cont :'{';";‘;"I&U"'?:’.‘.II:V'N'III"&l'q‘:e("a"\!}
S QI PAROE Ld ‘;&

PREMSYN PMS PREMENSTRUAL PAIN RELIEF

acetaminophen and pamabrom and pyrilamine maleate tablet

Product Information

Product Type HUMAN OTC DRUG

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name
ACETAMINO PHEN (UNII: 362091TL9 D) (ACETAMINOPHEN - UNII:36 209 ITL9 D)
PAMABROM (UNI: UA8 U0KJM72) (BROMOTHEOPHYLLINE - UNILFZG8 7K1MQ6)
PYRILAMINE MALEATE (UNI: R35D29L3ZA) (PYRILAMINE - UNIEHPE31709TL)

Inactive Ingredients
Ingredient Name
CROSPO VIDONE (UNTL: 68401960 MK)
MAGNESIUM STEARATE (UNIL: 70097M6130)
PO VIDO NE (UNIL: FZ989 GHY4E)
STEARIC ACID (UNI: 4ELV7Z65AP)
STARCH, CORN (UNIL: 08232NY3SJ)

Item Code (Source)

NDC:71687-3102

Basis of Strength Strength
ACETAMINOPHEN 500 mg
PAMABROM 25 mg

PYRILAMINE MALEATE 15 mg

Strength




Product Characteristics

Color purple (FD & C Red No. 40) Score no score

Shape OVAL Size 18 mm

Flavor Imprint Code P

Contains

Packaging

# Item Code Package Description SRS B Blkebnsiend
Date Date

1 NDC:71687-3102- 4 414 cArTON 10/13/2017

4

40 in 1 BOTTLE, PLASTIC; Type 0: Not a Combination
Product

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part343 10/13/2017

Labeler - Focus Consumer Healthcare, LLC (080743737)

Revised: 6/2020 Focus Consumer Healthcare, LLC
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