TUKOL MAX ACTION SINUS CAPLETS- acetaminophen, guaifenesin and
phenylephrine hydrochloride tablet, coated
Genomma Lab USA

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.

Tukol® Max Action Sinus Caplets

Drug Facts

Active ingredients (in each Purpose
caplet)

Acetaminophen 325 mg Pain reliever
Guaifenesin 200 mg Expectorant
Phenylephrine HCI 5 mg Nasal decongestant
Uses

= temporarily relieves:
= nasal congestion
= headache
® sinus congestion and pressure
= minor aches and pains
= temporarily promotes nasal and/or sinus drainage
= helps loosen phlegm (mucus) and thin bronchial secretions to rid the bronchial
passageways of bothersome mucus and make coughs more productive

Warnings

Liver warning

This product contains acetaminophen. 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

Allergy alert

Acetaminophen may cause severe skin reactions. Symptoms may include:
= blisters

= rash

= skin reddening

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

Do not use



= 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 (MAQOI) (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

heart disease

diabetes

thyroid disease

difficulty in urination due to enlargement of the prostate gland

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

= liver disease

= high blood pressure

= cough that occurs with too much phlegm (mucus)

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

nervousness, dizziness, or sleeplessness occur

fever gets worse or lasts more than 3 days

pain, nasal congestion, or cough gets worse or lasts more than 7 days

redness or swelling is present

new symptoms occur

cough comes back or occurs with rash or headache that lasts. 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 accidental overdose, get medical help or contact a Poison Control Center right
away. Prompt medical attention is critical for adults as well as for children even if you do
not notice any signs or symptoms.

Directions

do not take more than directed

do not take more than 12 caplets in any 24-hour period

adults and children 12 years and over: take 2 caplets every 4 hours
children under 12 years: do not use



Other information
s store at 25°C (77°F); excursions permitted between 15°-30°C (59°-86°F)
» see end flap for expiration date and lot number

Inactive ingredients

corn starch, crospovidone, D&C yellow #10 aluminum lake, FD&C yellow #6 aluminum
lake, magnesium stearate, maltodextrin, microcrystalline cellulose, polyethylene glycol,
polyvinyl alcohol, povidone, silicon dioxide, sodium starch glycolate, stearic acid, talc,
titanium dioxide

Questions or comments?
Call 1-877-994-3666 8 AM-6 PM ET, Monday-Friday

Distributed by:
Genomma Lab USA Inc.
Houston, TX, 77027

PRINCIPAL DISPLAY PANEL - 20 Caplet Blister Pack Carton
NEW
Tukol® MAX ACTION

SINUS
HEADACHE AND CONGESTION

Acetaminophen / Guaifenesin / Phenylephrine HCI
Pain Reliever / Expectorant / Nasal Decongestant
e SINUS CONGESTION

e HEADACHE

e EXPECTORANT

Actual Size
20 Caplets



0y | 12 edsa d sefi upax) @ soje (ja s spey ng 1puedg

4 ApPOIP UNMBI} 9} PREIUEES ARl a0 LIS LUnip oS Gt op

Loo)| s'supih cd ‘pucae SUApd ok o B afiod B8 o0 aUeisko aojw

-~ BOUNUY| PE SED UCENta 1o de) U s @5 |
4098 -65)2008-5 | e M p ayiuad SWOjsImNa iy, L) 0,52 B 108 B
Loy eiuopild &g o

KepuJ -fepuoy LI PO L ' R )5 L s U B B L L[ B G MY R M e Wi upne
13 Wd 0PV 3 9998-b66-LL8-1118)  JSTUALL LUGD 4D SUOIISIN) 01 wojlak 73 upiodnn ‘e 0D 5] Lgypadl anJpoel)
(penuiuoa) sjaey Brug {panunuog) spo ey finig

5870100002
g payngis|g

‘Panesa SWBH IV 1202 ©

8NP0 P i@kz) Bunuap)e m

SINayy ABABSBIE 2 BYE}I80 PLE SEEZ] UBDIE PIE SNE B
POLBA IMILg ALE USIdR) 7| IBY) AU 3 3E) DU B

PO Uey) AIOW YE} 10U O W

[onmag

L2044 "Y1 ‘uoisnoy

‘214 YSN q€] EUALOUBY

‘swodufs o s fres agoupu

(D NOKJ 1943 UAP[ID D)SE| o6 S8 S|INEIC) P AU35) UCHUEIE 2] pal
Huolg “fene iy 81U P UCsR4 B PRI dpY

(B3 pal 1015' 850080 [ERIZDIKE §0 852 1y Busiom 3 Sopsag

“URIP 4210 [pREIJO N0 sy

9 a1y (RIS 30 BB | B "B paal 4% 1q b Jueuba 10|

o "TET PUNUOURD

s ou) u Gy Ly w oy Wyt sIm0o Byl Encs |

ainssad poojg Yby m  esEEs|p ian B BIL 95K LT B 1 0'S I LDug
Aoy 2 euys e Byyows pmsimm g upns inm oo 1opeaised m
puef apjs ad @) o )LBw i B G np WOEUNN WAYroup B
gERspplaiyE  SAEJHPE ASESpUBIE
anel nok J ash alopq Jojp By sy

quapabu g 1ok D pnpoudsiyl o uogxai|ie)e i pey R s ey not) m
Jmpaid s}
Gupyey a0} J81BILLIRId 10100 0. S | Y LB S LM 0 Birup Lojl oesud
Ik y mow Jas op ok § Brup o syl Guddas BYESpav Z 10)0" BSESIp
SUIORUINE 10'SUCQpUID [BUAOLWS 10 Y YEILASA" UKS ) chp o) SnIp LRLED)
T0IAY) 107 ] SR & LILLE oUW U oy alde Bupye) mou Be nok ) m
‘Bpeuwr)d

SHOWS ANY SIGNS OF TAMPERING /N0 SEUSE 51 ELEMPAQUE ESTA ABIERTO 0 I EL BLISTER

ESTAROTO 0 MUESTRA SIGNOS VISIBLES DE MANIPULACIGN.

No Print/No Varnish/Lot and Expiration No.

TAMPER EVIDENT: D0 NOT USE IF PACKAGE 1S OPENED OR IF BLISTER UNIT 1S TORN

anjrpod
aDw sUinodaxew uEs M swEeyioq o sk mebesed o
A/} P 0 SUDRIZAE [BLLDIQ UM PuR (smanw wioiyd eso) sdjay m
afeuep mus npuep s 4l eoduy o

el pesaj®iouy m  anssad pe ugsfio s =
apepey B wsding e E wnap) felodue) | sas)

{panunuod)spoe4 finiq

/ Tamario Real

D TR 10J00p ey @ uadouwRe suep o fupe Y@y anspu aenoky
— : {uappdns aduan 1o wiydps ad) e ownep ® Bup ey Brp BRofue g e
— 8] P00 8581 | "S5 TR ALOEERL .10 USEd A EIn0 010 rRg S e Yo m asnjouog

N — 1008 woylwks Mau m

S= Jugsaids) fuyjams D swpa m HA R JU5) diBy [ IpBW YEes PUB 85N d0Js 'SN 200 L1088l LS B )|

. — sipp s umy) aow g o enmspl yhoio umseiio psw 'ued m fluppiups W yselm sigs|] B ampy|

= SEpE BY) AN S50 esnmsph oy m [ B su0jduks 'iog el U alaes 85Te) B Wy diuueypdy juee Ay

————— 1SS AR AR 10 'SHUTID SSALEI 0BT B FnpRId s G oy f2pA1as UL OLRIE B0W D E W

i J 10}p By pue 0 o) § Uy wep e Gu i s Gnp Jayp ma |

g= simy §Zul By b uLE)EE B B oo FuURa o

) — afiemp papuauALIOSE IpaE0Ka |ou op Jonpad sjuy)Busnuaym o} ok J 1D

] | uprum Brup S ewep Jan)al g ey d e s UL P d sy ) e wemaean

By poojg v Gup ) e nok J asn aiojeq jsieuueyd 1o Dyo0p e Y shuney
{panunuody s o4 Bnig (panuiuoo) spogy fnig

ejsa010 P (e
neigEdg -

asoding

A137dN0D W4 JOVXONA YLD JF

SINUS

HEADACHE AND CONGESTION

o SINUS CONGESTION / PRESION DE LOS SENOS NASALES"
* HEADACHE / DOLOR DE CABEZA
¢ EXPECTORANT / EXPECTORANTE

B g H anydifieyg
AT

[ G2 W L)y
(191deaiy 960 ) spiop aif Ny
NOLLWHONI LONa0Yd speq g

Bnepl LR

NEW / NUEVOD

4

MAX ACTION.

20 Caplets/ Cépsula;_

TUKOL MAX ACTION SINUS CAPLETS

acetaminophen, guaifenesin and phenylephrine hydrochloride tablet, coated



Product Information

Product Type HUMAN OTC DRUG

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name
Acetaminophen (UNIl: 36209ITL9D) (Acetaminophen - UNII:36209ITL9D)
Guaifenesin (UNIl: 495W7451VQ) (Guaifenesin - UNI:495W7451VQ)

Phenylephrine Hydrochloride (UNII: 04JA59TNS]J) (PHENYLEPHRINE -
UNII:1TWS297W6MV)

Inactive Ingredients

Ingredient Name
STARCH, CORN (UNII: 08232NY3S))
crospovidone (UNIl: 257830E561)
magnesium stearate (UNIl: 70097M6130)
maltodextrin (UNIl: 7CVR7L4A2D)
POVIDONE, UNSPECIFIED (UNIl: FZ989GH94E)
microcrystalline cellulose (UNIl: OP1R32D61U)

Product Characteristics

Item Code (Source)

Basis of Strength Strength

Acetaminophen
Guaifenesin

Phenylephrine
Hydrochloride

NDC:50066-306

325 mg
200 mg

5 mg

Strength

Color YELLOW Score no score
Shape OVAL Size 7mm
Flavor Imprint Code T
Contains
Packaging
# Item Code Package Description Marketlngistant Marketing End
Date Date
NDC:50066- ]
1 306-20 2 in 1 CARTON 03/20/2022
1 10 in 1 BLISTER PACK; Type 0: Not a Combination
Product

Marketing Information

Marketing Application Number or Monograph Marketing Start
Category Citation Date

OTC MONOGRAPH

FINAL part341 03/20/2022

Labeler - Genomma Lab USA (832323534)

Marketing End
Date



Revised: 3/2022 Genomma Lab USA
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