COLTALIN-DM- acetaminophen, chlorpheniramine maleate, dextromethorphan
hydrobromide, phenylephrine hydrochloride tablet
FORTUNE PHARMACAL COMPANY LIMITED

Drug Facts

Active ingredients (in each tablet)
Acetaminophen 325 mg
Chlorpheniramine maleate 2 mg
Dextromethorphan hydrobromide 10 mg
Phenylephrine hydrochloride 5 mg

Purposes

Pain reliever-fever reducer
Antihistamine

Cough suppressant

Nasal decongestant

Uses
W temporarily relieves these symptoms due to a cold, the flu, or hay fever:
B minor aches and pains
W headache
W sore throat
H nasal congestion
W runny nose
W sinus congestion and pressure
B cough due to minor throat and bronchial irritation
W sneezing, itching of the nose or throat, and itchy, watery eyes due to hay fever
W temporarily reduces fever
W promotes nasal and/or sinus drainage

Warnings

Liver Warning:This product contains acetaminophen. Severe liver damage may occur if
B adult takes more than 12 tablets in 24 hours, which is the maximum daily amount for
this product

W child takes more than 5 doses in 24 hours

W taken with other drugs containing acetaminophen

W adult has 3 or more alcoholic drinks everyday while using this product

Do not use

W with any other drug containing acetaminophen (prescription or nonprescription). If
you are not sure whether a drug contains acetaminophen, ask a doctor or pharmacist.
W if the user is 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 the user has

B heart disease

W high blood pressure

W diabetes

W glaucoma

B liver disease

M thyroid disease

W a high fever

W a breathing problem such as emphysema or chronic bronchitis
W difficulty in urination due to enlargement of the prostate gland
M a persistent cough

Ask a doctor or pharmacist before use if the user is
W taking sedatives or tranquilizers
W taking the blood thinning drug warfarin

When using this product

B do not exceed recommended dosage

B may cause excitability especially in children

B do not drive or operate machinery

W avoid alcoholic beverages

B may cause marked drowsiness; alcohol, sedatives, and tranquilizers may increase the
drowsiness effect

Stop use and ask a doctor if
B pain or nasal congestion gets worse or lasts more than 5 days (children) or 7 days
(adults)
W sore throat persists for more than 2 days
W nasal congestion is accompanied by fever
W nervousness, dizziness, or sleeplessness occur
W any of the following occurs (these could be signs of a serious condition):

W fever gets worse or lasts more than 3 days

W a severe sore throat

H sore throat is accompanied or followed by fever, headache, rash, nausea or
vomiting

M redness or swelling is present

W new symptoms occur

W cough persists for more than 1 week, tends to recur, or is accompanied by fever
rash, or persistent headache

Do not give to children under 6 years of age unless directed by a doctor.

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. Prompt medical attention is critical for adults as well
as for children even if you do not notice any signs or symptoms.

Directions

W adults and children 12 years of age and over: 2 tablets every 4 hours, while
symptoms persist, not to exceed 6 doses (12 tablets) in 24 hours, or as directed by a
doctor

H children 6 to under 12 years of age: 1 tablet every 4 hours, while symptoms persist,
not to exceed 5 doses (5 tablets) in 24 hours, or as directed by a doctor

W children under 6 of age : consult a doctor

Other information
W keep tightly sealed
W store between below 25 C (77 F) in a dry place, away from direct sunlight

Inactive ingredient

Citric Acid Monohydrate, Hydroxypropyl Methylcellulose, Corn starch, Microcrystalline
Cellulose, D&C Yellow No.10 Aluminum Lake, Colloidal silicon dioxide, Magnesium
stearate, Sodium Starch Glycolate.

Questions or comments?(888) 221-3496 M-F 9 am to 5 pm
B you may also report serious side effects to this phone number

COLTALIN-DM
Safely Sealed
NDC 51467-007-01

Acetaminophen - Pain Reliever-Fever Reducer
Chlorpheniramine Maleate - Antihistamine
Dextromethorphan Hydrobromide - Cough Suppressant
Phenylephrine Hydrochloride - Nasal Decongestant

Cough, Cold & Flu Multi-Symptom Relief

B Minor Aches & Pain, Sore Throat

W Headache, Fever

B Nasal Congestion, Sinus Pressure/Drainage
B Cough

B Sneezing, Runny Nose

W Itchy, Watery Eyes

24 Tablets
In Individually Sealed Strip

Aspirin Free



apos pnpaig

SAFELY SEALED * NDC 51447-012-01

& EnZ 3R -rm

OLTALIN-m

540 ‘Jn%aj
Inooo sﬁlu]

f
e ;%.‘"E EL

1| DSE]OBLI &

|uBaisiad A0 1 Em .Iam! qu muaamg

u: :geaMLu Fmssi nna-
['E ILIBSB FliBMﬁ 1, u
%ﬂ!ﬁmm 54 1BQ)LH allg=

gt i

mas: 'ssﬂu Wl%s USTDADL o

mm‘a s u g }aseu-

B} 100U S158)-J0 BSI0M smg 'i:eg &m%“‘e?aﬂu% q‘ﬁn%gﬁefﬁ
1 ssau smn.!p nul asema Elu
mm&uanaq Euuq E Elm\a-

WJP[I;{H Ul ﬁ'ﬂﬂ%uéﬂaﬁfggnﬂe ssneﬁmﬂ

aid S Busn oo

(panunuoa)spu_-j finig

Buoy Buoy 3¢

2 e EgE=
‘017708 TrYHd NN 1803
ey psizeiogy

m | P
- (=]
o Acetaminophen - Pain Reliever - Fever Reducer
Chlorpheniramine Maleate - Antitistamine
Dextromethorphan Hydrobromide - Cough Suppressarit
Phenylephrine Hydrochloride - Nasal Decongesfant
Cough, Cold & Flu Multi-Symptom Relief
B - BE -« B SFEEEER
+ Minor Aches & Poin, Sore Throot: SIS - R
+ Haadache, Fever BY& - Wi -
+ Nasol Congestion, Sinus Pressure/Drainage B - BEFEM
+ Cough 0
+ Snaezing, Runny Mose FITROE - i Mok
« lichy, Watery Eyes BESE - BR
In Individually Sealed Sirip
ELlid o ASPIRIN FREE
I
Flaase refar to
(BRI -om T
RN auoyd Sl o} 510813 PIs STI0}AS 11 008) BS[E ABL MDA~ upegeem Brup Ouibuigs poogg su) Bupey«
SRS A B L e e i s e ST
TEOA|E (IETS
e mwse%swmmu\aw Spppnuoons 1009 smummum P :ﬁﬁjﬂ Ay E? g’n““ umman u ﬂ“g;ﬂ‘
Klumm:ufu mmn&\;ouow DIy oullD ;ualsn.:l’llm snmﬂ el o Em e D%:’E E sn#%“ ahi -
sl maqefu- Sinss i+ ssgawumﬂ'
1DYUAS prEp Wnl) Aese ‘aatid Aip e ) Hﬁw 9,62 Maja] 810t -
paos i ey HOREILNOJU1 43U Eﬂ’ uus'l'ﬂuas 36 SHen lunu [ nnf' it Jﬁ}m 10V
; he 0 010 e suun ol
gt ety el sttt Al .
A
afie i
L SRR | o S | s ARR) agaaﬂuJf@é?éA°ﬁufaﬁ@Jan£ng§?nﬂ i,
& i b 2% su -
B ale N G B d 1 d [eNEE]
e T | [ e
B nnnmd s Buisn aﬂgmmﬁaw S AOUDIE 30U IO SE) e -
& suwoidifs 10 sulls Aue aopou jou 208 fiujupmung sﬂmp B0 G daKe]
- o ek | e baipliyo mgm ||m S8 )jnpe 0] @I §) UoNURHE mnuu sell mo,u g U ajou sa;e; J1iia +
= Enpadl jduicad Aeme julh Jmuag eabog uns;]us B JoEjUog J0 anposd GLILNOWE. ‘Lm XEL
& _ tijai] jraipei jab ‘asnpian o m5E3 U uaip))ifa jo yoRai 4o yno deay | By1 st Lo s1nay pz 01 swmelat UEHI;EIJO Sael 'éﬂ.”p
o "B B10)30 (eU0ssaj0Jd Wjery ¢ yse "Buipeag-isealg Jo jueuliaad ) SN A AoujlumaIe SUEILeT 1npald s Iin LB JGA
o 'mupuﬂqmbanpsmum;nmsigwpun Uzipyy o Al jou b B i L ¥ L Blﬂumleﬂ

GG snmsmfuuz rasm sajownid
rtpm nmum .
saia fege Ay pug Ry} 40 AS0U sunpﬁu Lyraals

(VLA Fetjono AUEJeoll jauiu manp uﬂnae-
amssad pueuunsaﬁluuu SIS * 3 BSOU AUUNd « - uogssfiuod
0l B alfoepeal| « EI.I['Ed g saljoe m e
g ey Jor 1| sul mm e o anp smu;mm;ssauu anaial S
sasn

i 6 BpL0|Ua0IPAY B ydelAuald
umssamdns um:}*ﬁﬂm 0L apiLu a PILOA0IPAL UEYLIOEBLLIO. KAL)
T ——— L mwmw &l |uzJJunqcuo\u:|
mnnpmm-\a}-\malm Uik filll 626 Ut

sasoding (181gey yora u)) s;uammﬂm sn!m
sjaeq Bnuqg

JuksE0UDI0N RSBy

MOUOUHE o

wa-NITYLIOD

"ol Uajsia

5
v 2 4 Tablets /K-

3pon euleyd




COLTALIN-DM
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Acetaminophen - Pain Reliever-Fever Reducer
Chlorpheniramine Maleate - Antihistamine
Dextromethorphan Hydrobromide - Cough Suppressant
Phenylephrine Hydrochloride - Nasal Decongestant

Cough, Cold & Flu Multi-Symptom Relief

B Minor Aches & Pain, Sore Throat

W Headache, Fever

B Nasal Congestion, Sinus Pressure/Drainage
B Cough

B Sneezing, Runny Nose

W Itchy, Watery Eyes

36 Tablets
In Individually Sealed Strip
Aspirin Free
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COLTALIN-DM

acetaminophen, chlorpheniramine maleate, dextromethorphan hydrobromide, phenylephrine

hydrochloride tablet

Product Information
Product Type HUMAN OTC DRUG

Route of Administration ORAL

Active Ingredient/Active Moiety
Ingredient Name

ACETAMINOPHEN (UNIl: 36209ITL9D) (ACETAMINOPHEN - UNII:36209ITL9D)

CHLORPHENIRAMINE MALEATE (UNII: V1Q0090J9Z)
UNII:3U6101965U)

DEXTROMETHORPHAN HYDROBROMIDE (UNIl: 9D2RTI9KYH)

(DEXTROMETHORPHAN - UNII:7355X3ROTS)

PHENYLEPHRINE HYDROCHLORIDE (UNII: 04JA59TNS]) (PHENYLEPHRINE -

UNI:1WS297WeMV)

Inactive Ingredients

Item Code (Source)

NDC:51467-007

Basis of Strength Strength

ACETAMINOPHEN 325 mg
(CHLORPHENIRAMINE - CHLORPHENIRAMINE > m
MALEATE 9
DEXTROMETHORPHAN
HYDROBROMIDE A g
PHENYLEPHRINE 5 m
HYDROCHLORIDE 9
Ingredient Name Strength

MICROCRYSTALLINE CELLULOSE (UNIl: OP1R32D61U)

CITRIC ACID MONOHYDRATE (UNII: 2968PHWBQP)

HYDROXYPROPYL METHYLCELLULOSE (UNII: 3NXW29V3WO)




SILICON DIOXIDE (UNII: ETJ7Z6XBU4)

STARCH, CORN (UNIIl: 08232NY3S))

D&C YELLOW NO. 10 (UNII: 355W5USQ3G)

MAGNESIUM STEARATE (UNII: 70097M6130)

SODIUM STARCH GLYCOLATE TYPE A POTATO (UNII: 5856)3G2A2)

Product Characteristics

Color yellow Score no score
Shape ROUND Size 12mm
Flavor Imprint Code FORTUNE
Contains

Packaging

Marketing Start

# Item Code Package Description

Date

NDC:51467- .
1 007-01 2 in 1 BOX 01/30/2026
1 12 in 1 BLISTER PACK; Type 0: Not a Combination

Product

NDC:51467- ;
2 007-02 3in 1 BOX 01/30/2026
2 12 in 1 BLISTER PACK; Type 0: Not a Combination

Product

Marketing Information

Marketing Application Number or Monograph Marketing Start
Category Citation Date
OTC Monograph Drug MO012 01/30/2026

Labeler - FORTUNE PHARMACAL COMPANY LIMITED (686280561)

Registrant = FORTUNE PHARMACAL COMPANY LIMITED (686280561)

Establishment
Name Address ID/FEI
FORTUNE PHARMACAL COMPANY LIMITED 686280561

Revised: 2/2026

Marketing End
Date

Marketing End
Date

Business Operations
manufacture(51467-007)

FORTUNE PHARMACAL COMPANY LIMITED
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