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Objective: This paper was aimed to investigate the current labelling trend of tar color additives in infant’s drugs used
in Korea and other countries. Method: The current labelling system of the tar color additives in infant's drugs was
investigated using inserted papers for drug information of infant’s drugs as well as three drug information internet sites
popular in Korea including internet sites of foreign countries of USA, UK, Japan, and China for infant’s drug informa-
tion. Results: Among 325 drugs registered as syrup form for infant’s drugs (sources, http://www.health.kr), 4 drugs
indicated tar color related information on the internet and only 2 drugs indicated tar color additives’ name. And from
the investigated results of 76 inserted papers for infant’s drug information, among 31 drugs containing tar dyes, in only
19 drugs the tar color additives’ names were notated. Among 6 drugs which do not contain tar dyes, only 1 drug was
notated as ‘Dye-Free’. Conclusion: For advanced labelling system in Korea, we proposed the below guidelines. [1] The
name of tar color additives used in infant’s drugs should be notated even in drug information on internet sites. [2] All
drug ingredients used in infant’s drugs need to be separately notated as active and inactive species on both internet sites
and inserted papers. [3] ‘Dye-Free’ notation should be mandatory for infant’s drugs which do not contain tar color addi-
tives in drug information on the internet sites as well as inserted papers.

[1 Key words - Tar color additives, Labelling trend, Infant's drugs
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Table 2. Notation of tar color additives on 33 kinds of infant's syrups with drug insert papers described on the internet.
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Ammonium Chloride HStA2E  10ma/mL

Chlorpheniramine Maleate SZZHU2{2IZ2 M  150ug/mL
Dextromethorphan HBr =&
DL-Methylephedrine HCI DL-HE 0 H =2 RN
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Fig. 1. Typical notation example regarding the use of tar color
in a infant's drug [Based on internet information services,
product name: Cough Syrup-S, Yuhan Pharma Co. Ltd.].lﬁ)

Table 1. The status of drug information regarding 325 kinds
of infant's syrups on the internet.'®

Contents No. Ratio (n=325)
33 items 10%

Drug information paper is not inserted 292 items 90%

Drug information paper is inserted
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16)

Notation form of tar color additives No. Ratio (n=33)
The information of tar color additives Tar color additives name is notated 2 items 6%
( 9Dit}§r(1js) in infant’s syrup is notated Tar color additives name is not notated 2 items 6%
The information of tar color additives in infant’s syrup is not notated 5 items 15%
Undyed "Dye-Free" or "Undyed" is notated in the product 0 items 0%
(9 items) "Dye-Free" or "Undyed" is not notated in the product 9 items 27%
Others Unclear whether tar color additives are contained 15 items 45%
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Table 3. Classification of 33 kinds of infant's syrups with drug insert papers on the internet.
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16)

Classification according to the year of creation of new enforcement regulations article 75 of pharmaceutical law  No.

Ratio (n=33)

1) Before establishment (April 2008) of enforcement regulations article 75 of Pharmaceutical law

Tar color additives are notated

16 items

Tar color additives are not notated

16 items 48%
1 items 3%

15 items 45%

2) After establishment (April 2008) of enforcement regulations article 75 of pharmaceutical law

Tar color additives are notated

9 items

Tar color additives are not notated

9 items 27%
3 items 9%
6 items 18%

3) The year of drug production was not notated on the corresponding insert paper of the drug.

8 items 24%
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Table 4. Comparison of the typical tar color additives in infant's syrups with drug insert papers on the internet.
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16
Internet site KPIC™®

Druginfo'” KIMS-OnLine'®

Product General notations Notations in insert papers General notations General notations
(Manufacturer) on internet site on internet site on internet site on internet site

Viramid Syrup Light-red colored syrup KPTaCS™ Light-red colored syrup ~ Light-red colored syrup
(Ilsung Pharma Co. Ltd.) with sweet taste with sweet taste with sweet taste

Mephirol Syrup .

(Kolmar, Korea) Dark-red colored syrup K.PC. Dark-red colored syrup ~ Dark-red colored syrup

[colored product] [colored product]
Yellow colored syrup with Yellow colored syrup with
orange flavor Yellow colored syrup orange flavor

Konitop Syrup

(Kolon Pharma Inc.) [no-colored product]

No-colored syrup with
orange flavor

with orange flavor
(Tartrazine contained)

Yellow colored syrup

[no-colored product] with orange flavor

No-colored syrup with
orange flavor

Korin Svru Light-red colored syrup
(Shinil Pharmg C(I)) Lid.) with sweet taste and straw-
B berry flavor

Red 40_Tar Color
Notation

Light-red colored syrup with
sweet taste and strawberry
flavor

No Data

* KPIC: Korea Pharmaceutical Information Center
** KPTaCS: Korean Pharmaceutical Tar Color Specification
*** K.P.C.: Korean Pharmaceutical Colors
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Table S. The typical examples for the notatlon comparison of tar color additives in infant's syrups with drug insert papers on

the internet in USA, UK, Japan and China."”

Country  Product name Notation on internet sites (current notation of tar color additives) Tar Color notation Purpose
Children's Tylenol
, Fever Reducer & maredients ]iéCOCZ)Rc %i?ai(rlfeild Anti-
USAI ) Pain Reliever, Active Ingredients: Acetaminophen USP (160 mg) (Pain reliever/fever reducer) . pyretic,
Meltaways, Inactive Ingredients: Cellulose Acetate, Citric Acid Crosprovidone WaS_ ma:tked in the analgeSiC
Bubblegum Burst Dextrose, Flavor, Magnesium Stearate, Povidone. Sucralose InSert paper
Children's Tylenol . . . . . .
Oral Suspension Anhydrous Citric Acid, Butylparaben, Flavors, Glycerin, Microcrystalline =~ Dye-Free was Anti-
USA' D e-Freep Cherry Cellulose, Carboxymethalcellulose Sodium, Propylene Glycol, Propylpara-  marked in the pyretic,
_yﬁfor 1y ben, Purified Water, Sorbitol Solution, Sucralose, Sucrose, Xanthan Gum product label analgesic
b*INGREDIENTS*b
Other ingredients include: Sodium hydroxybenzoates (E215,
Galenphol E217,E219),Ethanol 1%wi(see "Patient Information Leaflet1), Sunset yellow Sunset Yellow
UK? pacdiatric _(E110) and Glycerol. - (E110-Yellow #5 Antitussive
hnCtus b*ACTIVE INGREDIENTS*b used)
Each 5ml contains: 2mg Pholcodine BP
Sugar & colour free, raspberry flavour, for 1to 10 years olds. for 1 tolcllo years
_ olds.
UK Tlx}éll)éoi(éugh colour free was  Anti-cold
insert paper
Norshin White D-mannitol, 12| 4| 2R Ak Ca, 4 E2 0.2, | EFA| L2 2 (\S(g‘l‘get #Yg)“g(‘; Anti-
Japan®” (/¥ &7 A b AZ2 92 oD AER A T2 A CMC-Na, AHI tained vvvvas marked  PYretic;
Y 2 =T 18%%) Na, FJEE. @5 o /\Eﬂ o} AF u} 1 45, in the insert paper analgesic
Compound Ponceau 4R (Red Anti-
.2y Hydrobromide Glycerol, polyethyleneglycol 400 g, propylene glycol, sucrose, #102) contained .
China . AR X N . pyretic
Dextromethorphan sodium benzoate, citric acid, steviosin, cherry essence, ponceau 4R was marked in the 2
. : analgesic
Oral Solution insert paper
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Table 6. Notation results of tar color additives in infant's syrup products marketed in Korea.

Kor. J. Clin. Pharm., Vol. 23, No. 3, 2013

a)

Tar color additives labelling status No. Ratio (n=76)
Tar color additives Tar color additive names are labeled 19 items 25.0%
Dyed (31 items) are notated Tar color additive names are not labeled 0 items 0%
Tar color additives may be used, but notated 12 items 15.8%
Undyed (6 items) Notated on the in.sert papers as "dye free" 1 ftems 1.3%
Not notated on the insert papers as "dye free" 5 items 6.6%
Others Unclear whether tar color additives are contained 39 items 51.3%
a) Insert papers enclosed with pharmaceutical products purchased at the community pharmacies in Gwangju, Korea (n=76).
49%5(72%)°ll 33k AlFolls Bl At 7]eh Aol 3

Table 7. Tar color additives used in 31 kinds dyed products
among 76 kinds infant's drug products.a)

Tar color additives name used in 31 kinds dyed product

Name of tar color additive No.
Allura Red 13 items
Tar color
additives Sunset Yellow 4 items
(19 items) Quinoline Yellow 1 items
Tartrazine 1 items
Tar color additives may be used, but notated 12 items

a) Insert papers enclosed with pharmaceutical products (n=76)
purchased at the community pharmacies in Gwangju, Korea.

o]F HMA0ZE 135(68%)0l ]2
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AIER

20139 EE 7|50 2 u|F oJoFE HuljAte] E Drugstore'”

oA %ﬂkﬂ_i Al 9l Anobg W E oS A
o} Table 99 Hol 7, 2A1E F 76520 Aol 9]¢k
% 5 7052 7171 (cold & coughyX| B2 $18F o] ekFolglx
A 65 7|} 80] Lohg A FSEA Apdu| Bz
L WEHA 1, 55 43R W5 3%, W58 A
AA] 280l ol 6%l BT ElEAN AT} 23
Agieh ZARNA 9 kE 765 Sl Bl EA LS AR A
Fo] 52F(68%)°|%1 T, BIALE A Fo] 245F(32%)°] ATt A
A5 AREEA] ok AlE FolA FA A’ (Dye Free) E7)
A FE 75(9%)°1 9L v F7] AlFeol 17*(22%)01% 2
veke] A ¢Eohs 3715 Blgo] =obch =3, Table 100
A l-iol AAH FA4’(Dye Free) T7] xﬂv 7%0% 5
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Table 8. Classification of 76 kinds of infant's drug products with insert papers marketed in Korea.

Classification according to the year of creation of new enforcement regulations article 75 of Pharmaceutical law No.

Ratio
(n=76)

1) Before establishment (April 2008) of enforcement regulations article 75 of Pharmaceutical law

Tar color additives are notated

6 items

Tar color additives are not notated

6 items 7.9%
3 items 3.9%
3 items 3.9%

2) After establishment (April 2008) of enforcement regulations article 75 of Pharmaceutical law

Tar color additives are notated

68 items

Tar color additives are not notated

68 items  89.5%
19 items 25%
49 items 65%

3) The year of drug production was not notated on the corresponding insert paper of the drug

2 items 2.6%

a) Insert papers enclosed with pharmaceutical products (n=76) purchased at the community pharmacies in Gwangju, Korea.
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Table 9. The tar color additives used in commercially available infant's drugs in USA on the internet.'”
Tar dye Tar color additives Tar color additives Tar color additives Ratio
. . No. _
color name in U.S. common name name in Korea (n=76)
D&C Red 7 Lithol Rubine BCA 2028 2 items 2.5%
D&C Red 27 A M01835. 1 items 1.3%
Tetrachlorotetrabromo-fluorecein o) 5
D&C Red 27 42182 ditems  5.0%
Al Lake N
. . q _
D&C Red 30 Helindone Pink A2265 1 items 13%
Red Al Lake CN o)z
53 items D&C Red 33 Fast Acid Magenta A A 3 11 items 13.8%
( ) g 42275
FD&C Red 40 A 403 30 items
Allura Red AC 040 40.0%
FD‘ZLIC LRlid 40 7&—])1401 2 items ’
Dye axe o=
(52 items) D&C Red 40 - - 2 items 2.5%
FD&C Red 3 Erythrosine A3 1 items 1.3%
FD&C Blue 1 A3 18 items
Brilliant Blue FCF 2 5 23.8%
FD&C Blue 1 A5 1 items °
Blue Al Lake dlo] =
(22 items) FD&C Blue 2 W25
FD&C Blue 2 Indigo Carmine, Indigotine A2 3 items 3.8%
Al Lake gol=
Yellow FD&C Yellow 6 Sunset Yellow Calsium stable W55 3 items 3.8%
(5 items) D&C Yellow 10 Quinoline Yellow WS 312035 2 items 2.5%
. . Written on the label of the product packaging 5 items
Undyed Dye Free is notated (7 items) o ) . 9.2%
. Notation in the product documentation 2 items
(24 items)
Dye Free is not notated (17 items) 17 items 22.4%

Table 10. The tar color additives used in infant's drugs
marketed in USA notated on the internet.'”

Number of tar color additives ~ Number of infant’s ~ Ratio
used at infant’s drugs drugs (n=76)
0 24 items 31.6%
1 26 items 32.5%
2 24 items 31.6%
3 2 items 2.6%
Total 76 items 100%
Free)2}2 37]5] ¢ lsic}.
nE gy dE

B QAo ) ABE Lol | RE@ol) B8
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o] K 3] e} A Ao st ARgle] F7]Ho|90A] ¢kgket. w3t
2 A7) e A 2 Ao R sl 6FelM e o 1F
o] ofF o Alut “F-A 4 (Dye-Free)S #7)8}aL 9lict. 1 9
9] 39%°] AlF2 EFEA A A5 BRI o] &
B3l Bole] gl F5E AFAHM AN E =L
o] ®7|Ake) vt AEF o, el AT A
oA 9] 73-fEt= T A (Dye-Free)ehs A HARS #7138}
= BE 9A] v vols S o 5 9ldek whdel Table
9ol A Ehels}ol o] ml=rol| A Algh Tl Avof W H-&- o] oFF
o] 2N A #7] AEE B, 7652 AlE oA eEA
2 TFAFE 52F(68%)E BF Mol 7)AEe] 99,
Un-dyed AIE 247 FollA] 720 AF A == A
o “FAA(Dye-Free)s E7131L it o9} 22 3LS
8l BT 5 szl HA S A E YAl E
o} A FAAHA A Ef= A o] T3 A BA|F Ale] = )53t
dgtoln], metA o33} 22 Al 7] SHellA A=A A
Aleo] Z g3loal Als i)

(1) 2 AlF QJE Ao B oFe] A BAlS &
Al M= et 2T AESE o] oFEe] 7ol FEAE E
7|7kl L A 48] HA S )R =S 7HA| gk

200841 49 FAPPAIEHE] A 752 oFE] B4 E 7]
ANARHZE A el whet ef2 A 0] A Alg-o] o] -3 F
ek o) oh e AlPqrE 9] 28w )7} nlA} A T
g3 AlFe] AAEat ozl 2Eelake] AFAAH A7t
2l g Qo) qlen, oo Fedfe gt F7]4<l
el A7 o] E a3l

(2) BN A = o oFE2o] R MA1S -84 F-(active
ingredient)Z} B] &4 A B-(inactive ingredient)2 T-5-3}o] 7]
3 xE g

A S AEUA A= oFES] 84 F(active
ingredient)3t E7]=o] 3let. wl=, J=, A& 72 AR =2
=2 FI7HAE o F HI7MEol Hsl FREAE(active
ingredient)Z} ¥]ZXd A (inactive ingredient)S T-5-3}o] 7] A)
oz Lzl A HAG AREZ A Feia 9ot 5
ko] A4 AR Al 753 wel? Hrbe 1
ZA2 FA 9 7|AET g2 L AJEA] 2 G9A7R] 7]
ABF=S FAFL e, Wit A8 AF AHEA
o =3t=]R] okl 2ufel HEAF Alo|ES] A §E71A]
L7} S Ho]oF & Aol

(3) Ao o ofFF Aol El2A A7t 3EA] & 73T
QB AHRAF Alo]Eg} A FAAHA] ol F-A A (Dye-Free)
olekE QS oK o7 FI|tES s}

A F e A BALo] Eo| M= el 2 A 47} 231 A
oko A Fell A F-Al A (Dye-Free) AFULS F7)3 A7}
ik =3, 2 AT Bl AR 7652 Aokg- AIRA
AFAEA F & 157ke] FA A (Dye-Free)d-& %73
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AL 7} Q1S Bot), webr B3] sobg 9 okEe] AR
& el AL HrEA g2 Aol A fekE o r e
A 22 (Dye-Free) & FE U5 B &3] 78t es A A=
o] WA e] Alatet.
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