TUSNEL C- codeine phosphate, guiafenesin, pseudoephedrine hcl liquid
Llorens Pharmaceutical International Division

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.

Drug Facts

Active Ingredients(in each 5 ml tsp.) Purpose

Codeine Phosphate .........ccccceeveerrieenieenieenieeeenne 10 mg .......... Cough Suppressant
GUAIfeNeSIN .oevveeieeiie e 100 mg ...ccoeuuuveennn. Expectorant
Pseudoephedrine HCI .......c.cccceeviieiieeiienieeeeeen, 30 mg .......... Nasal Decongestant
Uses

¢ helps loosen phlegm (mucus) and thin bronchial secretions to make coughs more productive

e temporarily relieves: nasal congestion due to the common cold, hay fever or other upper respiratory
allergies and nasal congestion associated with sinusitis, cough due to minor bronchial irritation as
may occur with the common cold

e temporarily restores freer breathing through the nose

e calms the cough control center and relieves coughing

Warnings

Do not use 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.

When using this product
do nol exceed recommended dosage
* may cause or aggravate constipation

Ask a doctor before use if you have

heart disease

high blood pressure

thyroid disease

diabetes

trouble urinating due to an enlarged prostate gland

cough that occurs with too much phlegm (mucus)

a breathing problem or persistent or chronic cough such as occurs with smoking, asthma, chronic
bronchitis, or emphysema. chronic pulmonary disease or shortness of breath, or who are taking
other drugs

Stop use and ask a doctor if

® you getnervous, dizzy or sleepless. symptoms do not get better within 7 days or are accompanied by
fever. cough lasts more than 7 days, comes back, or is accompanied by fever, rash or persistant
headache. These could be signs of a serious condition.

Keep out of reach of children. In case of overdose, get medical helpor contact a Poison Control
Center right away.

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



Directions: Follow dosage chartDosage may be repeated every 6 hours. Not to exceed 4 doses in 24-
hours. Giving a higher dose

than recommended by a doctor could result in serious side effects for your child. A special measuring
device should be used to give an accurate dose of this product to children under 6 years of age.

Age Weight Dose
. Take 2 teaspoonfuls (10
Sil;};lren 12 years of age and 95 Ibs and up mL)

every 6 hours

Children 6 to under 12 years of|(45 Ibs to under 95 Take 1 teaspoonful

(5mL)
age Ibs every 6 hours
Children under 6 years of age [under 45 lbs ask a doctor

Other information

e store at controlled room temperature 20°- 25°C (68°- 77°F)
e FEach teaspoonful (5 ml) contains: sodium 2mg

e Tamper evident by imprinted heat seal under cap. Do not use if there is evidence of tampering.

Inactive ingredients aspartame, citric acid, glycerine, methylparaben,
natural and artificial flavors, potassium citrate, potassium sorbate,
propylene glycol, propylparaben, purified water.

Questions or Comments? 1-866-595-5598



NDC 54859-520-16
TAMPER-EVIDENT

TUSNEL G (y

SYRUP

EXPECTORANT
NASAL DECONGESTANT
COUGH SUPPRESSANT
| SUGAR-FREE
~ ALCOHOL-FREE

*Under Federal law Tusnel Cis
available without a prescription.
Certain State laws may differ.

BULK CONTAINER - NOT FOR HOUSEHOLD USE.
Dispense in a tight, light-resistant containar as defined in the USP.,

San Juan, P.R. 00926
www.llorenspharm.com

ONE PINT (473 mL)
| SR R R T R

[ Drug Facts

Aciire Wih nach ml I:u- h Purpnzs
Codene Phosphae..... S ALy ......mm{; ...Gough Suppressan
Guaitnasin.... A0 myg. i , Expactoran
Pﬂudueﬁm‘:lnmhﬁl 3I] i) . Hml[lmumlam

Usesw helps loosen phlegm I:I'ITuI:IJE:land "h|'1 hrur'l:hli secretions fo ma}cp coughs more
produstive » jempamrily refeves: nasal congestion due fo tha common cald, hay fevar or
nther upper rzspiatony alerples and nasal moagestion assooaled wih sirusitls, cough dee 1o
minor branchial irritation as may occur with the comman cold = lemporarily festoees frear
hraathing through the mose = calms the cough confml center and refieves coughing

Dw nol use this product # you 2re now taking a prescsipdion menoamine oidaze
InkibBor (MADE (carlain drugs lor depressian, psvchialric, or emolional conditions, or
Parkinson's disease), or for 2 weeks after stopping the MADE drug. If wou do not inow ifyour
prescription drug canaing an MA&QI, ask a docior or phammacist before @king this product.

sk @ doctor befare use i yes have « hean dizeaza « high blood pressure = thymid
digtase « dabeies » okl srinalng due b a0 enlarged prostabe giand « cough that oocurs
watth i muich phizgm {mucuz) = 3 breatking problem or parsstent o ehronis cough such
a5 0Lz urs with smaking, asthma, chonic bronehifis. co emphysema  chimnke pulmonany
deseasn o shoriness af breath, or wha: am Baking other dugs

Wiaa wslag this produst = do nat sanond rocommonded dosaga
wRFy CANSE or au_urawle forstipation

Goom iesn and ask a daator il = you gel narous, dizny or despless » symplome do not get
Doatizr wefinin 7 chiws oo are sccompanied by Tever » cough 5% mose (han 7 daye, comes back, or
B acooimpeniad 2y fever msh or persistast haadache, Thase coukd be Sigres of 2 2encus condiion

B you e pregrant or breast-leeding 5k a heafth professional befone use. Keap oul of mach
o chilidren, b case of overdose. gel medical hedp o cosdand Poison Condrol Gervler right aay,

Dfreefions; Follow dosage chart
wikeage may be napaaled every B haure. Mot bo eeceed 4 deses is 24-houre. Giving & higher dase

{han resomemended by a dochor could resull in serious side eNects bor swoar chil, A special measuring
dervicz aheuld be used 10 ghe an dccurale dasa of this preduet fo chikdren under & vears of aje

Ages Wizight Dose
childran 12 yaara and over | 95 be and up 2 1easpoonfds evary 4 ko B haurs
chifddren & 10 under 12 45 belounder | 1 leaspooniuls every £ 4o B hours
yuars af aga a5 bs

chidnan under 6 years of | under 45 lba Consult a dosioe

BOQE

Other Anfovmadion = stond al controlled room temperature 20°=25°C [B2°<T7F)
= Each tnaspoontul (5 i} costains: sodiem 2mg
« Tampar Evident: Da nat uss fés produtt B Bresicnaay Band on sap seal s broken of missing,

Maciive iwgradiants: ciic achl, FORG Red #40, aor, progyler: ghecol, scdium berate,
sodium saccharin sorbiol and water,

Oweshiong or comments; 1-856-555-5598

Disiribaried By: Llorens Phamaceitiesl Caep, San Juan, R, G826 Pev 11708

T

54859-520-16 ¢

N
5




NDC 54859-520-16 [ Drug Facts
TAMPER-EVIDENT mm‘fa’;"““““‘“’ ....._:._:_:_:....mm L:mluh'-'w%

Guaitnasin.... . omg....... Expn
Fseudueﬂ'fclnnehﬁl T A0 ..o Nasal Decongestan

Usss= helps loosen uhlagm {mucus) and f h|'1 hrur'l:hli secretions fo ma}cr coughs more
produstive » jempamrily refeves: nasal congestion due fo tha common cald, hay fevar or
nther upper rzspiatony alerples and nasal moagestion assooaled wih sirusitls, cough dee 1o
minor branchial irritation as may occur with the comman cold = lemporarily festoees frear

hraathving through the rose = calms the cough consnol center and relieves mughing

SYHUP Dw nol use this product # you 2re now taking a prescsipdion menoamine oidaze
InkibBor (MADE (carlain drugs lor depressian, psvchialric, or emolional conditions, or
Parkinson's disease), or for 2 weeks after stopping the MADE drug. If wou do not inow ifyour

EHPE[:TBHAHT prescription drug canaing an MA&QI, ask a docior or phammacist before @king this product.
; sk @ doctor befare use i yes have « hean dizeaza « high blood pressure = thymid
digtase « dabeies » okl srinalng due b a0 enlarged prostabe giand « cough that oocurs
HASAL DEcu NGESTM \aith 10 much phiggm {mucus] = a breatking problem or persstent or ehronic cough such
a5 0Lz urs with smaking, asthma, chonic bronehifis. co emphysema  chimnke pulmonany
cnus“ SUPFHESSANT deseasn o shoriness af breath, or wha: am Baking other dugs

sum_mEE Wiaa wsiag 1his product = do not sssend recommended dosaps
L < ) wRgy IS nrau_|;|rawle forstipation
Am.m& 5oop wsn and ask a doator if = you get mroue, dizsy or desplees » symplome oo not get
s : i W e Dafter wifhin ¥ s oo e Eoompasied [y leser « cough lasts mase than 7 daye, comes back, or

B accoimpaniad By fever msh Or perEsiast haadache, These coukd be Sipre of & Senois condiion
B you e pregrant or breast-leeding 5k a heafth professional befone use. Keap oul of mach

*Under Federal law Tusnel C is ol thiliiven, b case of overdose. gel medical hes or corgat Poisen Control Ceter right avay.
i . . 9 m Falls 'ﬂ' hﬁ'l
ﬂ'l.lrallﬂ hIE Wlﬂ]ﬂ uta P Fesc nptl on. wideage may be ;Lﬁﬁftl::r:rl] -‘ri'jms. Mot |o exceird 4 doses in M-haurs. Giving & higher dosa
- - Than regomemendsd by a doctor could ressull in serious side eMects lor hild, A gpecial msasun
CEf‘tEIII‘I Stﬁtﬂ FEWS ma‘f dlﬁEr' deice iﬂ:uhube Lm: 0gkEan aaraﬁlmmag;fhu; ;‘r'.du-:l mﬁ'il]l::l:rull;'lflﬂ'i*;ars-:f;:mnm
[ Age Welght Dose
| BULK CONTAINER - NOT FOR HOUSEHOLD USE. chkter 12y2ars v [ 95 B i p_2 eesporis oy S e
chiden & 10 under 12 45 belounder | 1 leaspooniuls svary ko 6 haurs
r ' | i . . : yuars af aga a5 bs
Dispense in a tight, light-resistant containar as defined in the USP., P g e G Ty ey
BOE

sodium sascharin, sorhhol and water
LLORENS

Other Anfovmadion = stond al controlled room temperature 20°=25°C [B2°<T7F)
= Each teaspoontul (6 mi) comlairs: sodiem 2mg
MANUFACTU « Tampar Evident: Da nat uss fés produtt B Bresicnaay Band on sap seal s broken of missing,
RED Hm ’ anm iwgradients: cinG acad, FDEG Aed #40, Naar, progrlens gheol, sodism bereoate,

Owashiong or ssmments; 1-556-595-5538
PHARMACEUTICAL CORP. Distribeuted By: Liorens Pharmaceuticsl Caep, San Juan, R, 00528 Rew 11708
San Juan, P.R. 00926 -
T dpron I ||

N
3

ONE PINT (473 mL) ___3754859-520-16_6 ___|
T R S Bl sada T )

TUSNEL C

codeine phosphate, guiafenesin, pseudoephedrine hcl liquid

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:54859-520

Route of Administration ORAL DEA Schedule Ccv




Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
CODEINE PHO SPHATE (UNI: GSLO5YIMN6) (CODEINE ANHYDROUS - 10 mg
UNIEUX6 OWY2V77J) CODEINE PHOSPHATE in 5 mL
Guaifenesin (UNT: 495W7451VQ) (Guaifenesin - UNI:495W7451VQ) Guaifenesin 11?105 me
PSEUDO EPHEDRINE HYDRO CHL O RIDE (UNIL: 6 V9 V2RYJ8N) (PSEUDOEPHEDRINE PSEUDOEPHEDRINE 30 mg
- UNIL7CUC9DDI9F) HYDROCHLORIDE in 5 mL
Inactive Ingredients

Ingredient Name Strength

FD&C RED NO. 40 (UNI: WZB9127X0A)
CITRIC ACID MONOHYDRATE (UNIE: 2968 PHW8 QP)
SODIUM BENZOATE (UNI: 0J245FE5SEU)
SACCHARIN SO DIUM (UNI: SB8 ZUX40TY)
SORBITOL (UNIL: 506 T60A25R)
PROPYLENE GLYCOL (UNI: 6DC9Q167V3)
WATER (UNI: 059QF0KOOR)
Packaging
# Item Code Package Description Marketing Start Date Marketing End Date

1 NDC:54859-520-16 473 mL in 1 BOTTLE; Type 0: Nota Combination Product 01/01/1995

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date
OTC monograph final part341 01/01/1995

Labeler - Liorens Pharmaceutical International Division (037342305)

Revised: 12/2020 Llorens Pharmaceutical International Division
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