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[. A7k vl g 9

;%E H 3 52 Glossary (¥&) A (F8)
A substance capable of
dissolving another substance 840 B L o2 AE o
(solute) to form a uniformly Folal] BalE BarE(Lel)]

1 £ dispersed mixture (solution) Hus o) 2 gu mAm &
at the molecular or ionic size W= 2 e w2 Aol
level; a solvent is either
polar or nonpolar
A semi-solid or solid that

ETEr increases the amount of a|WIYPL IA|Foz ZHo &
substance that will dissolve | =& S7HA7]= &2

in another substance

A liquid that increases the

[P e) A B Aol Q& E%i
3 aam A amount of a substance that | 4o =ZA EZo &35 5
will  dissolve in another | 7}A]7]&= &4

substance

A pharmaceutical additive
that thickens, prevents

separation, prevents flavor

deterioration, retards | AF, G, & ol od
4 | SHgsHA| oxidation by increasing the | & AL WA 357 93] Hrtste=

viscosity, and gives a| &34

smoother product; also

prevents evaporation and

seterioration of volatile flavor

A mixture of compounds that,
when added to a solution,
protects it from any
substantial change in pH.
5 2=A Such mixtures are usually in
solution form and contain
either a weak acid and its
related salt or a mixture of

two acid salts.

flavor enhancer, A substance
that will magnify, modify, or | ##]o] 2 WHAHSIA] oA
supplement the natural or | ¥32] ¥ &S I == %

original  flavor, taste, or | &37] Y3 =2

6 ETA=IDZ|

_13_



aroma of a pharmaceutical
without the substance
contributing significantly to

that flavor.

Inactive  ingredient of a
preparation serving as the
vehicle for the active
medicinal principle as in the

fatty base of an ointment.

A substance that gives a
mixture  uniform  adhesion,
solidification, and
consistency, absorbs moisture
at high temperatures; e.g.,
acacia, crospovidone, glucose,
glycerin, methyl cellulose,
sodium alginate, sorbitol,

tragacanth.

A substance that causes
particles to mix, but remain
undissolved in a liquid or

solid.

A substance that retards
oxidation, deterioration,
rancidity, and gum formation

In organic substances

A film or thin layer of
material that is applied to a
base material called the

substrate

An ingredient to retard the

release of active ingredient

A substituent composed of

soft capsule

A gelatin or gelatin-like
container used for enclosing

medicine

A component to coat the

tablet with sugar syrup

A substance added to food or
pharmaceuticals to give it a

specific taste; an extract or

_14_
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essence that imparts its

flavor to food.

A liquid that absorbs

moisture from the air and | R3E &7|¢to]A LA H=
17 | B&A thus maintains constant | & FX|8t FV|To2HEH 4
humidity in a closed | #& 53l 4
container,e.q., glycerol
A substance that is used to
preserve the moisture
content of materials; o] Bo] ke wEI f
18 | oA commonly used humectants Cw
. . AlgE = B2
include: glycerin, propylene
glycol, sorbitol, hexylene
glycol, butylene glycol.
A substance that reduces or
inhibits foam formation due
19 | 2w to proteins, gases, or | ¥4& WA = JdE= 7|xE9
nitrogenous  materials that | 84S A3 e FAAIE =
may interfere with | &
processing.
20 | FExA| polishing agent el A
Any substance that imparts
01 | arq color to another material or Eogs BA g 5o A
mixture; broadly classified as _
. . < Foste 42
either pigments or dyes.
R | el el e A
~ ny material to elp the
22 | AR | . . Solox WES stel/z vob
resistance against sunlight JRp
=
23 | =5 H3}A | opacifier B 5 35}A
o) A component to modulate the | AHFE4e] A8 E o]&3to] oFE
T . ) . . .
24 ;] "7 | release of active ingredient | ¢ WEELEE2 zdsd AL
by the principle of osmosis He AR
A} —o)k7} G PN =
05 | pH 24 A .substal?ce that changes the | AF-<Z8] H#ES HWIA|I|+=
acid-alkailne balance B2
A thick, creamy material SBZ B Ee e
_ used to soothe or soften the | _ =
26 | A3kA ) | Bk AFRE e FASHALE
skin, usually made from oil, o u
. q A9y e =4
water, and wax.
A substance that prevents
h rati f i iscibl
- the sepa atl(.)n 0 1mmlsc'1be A AMolx] er= Aol Mgl
27 | B-3kA substances in an emulsion; . }
WA s 9% 2

helps to distribute evenly

one substance in another;

_15_




used to improve texture,
homogeneity, consistency,

and stability.

28

SER)

Any substance, organic or
inorganic, natural or
synthetic, that is capable of

bonding other substances

together by attachement

29

A

A substance that controls the
internal resistance to flow
exhibited by a fluid

30

123
H
X

A substance that increases
the amount of air In a

product.

31

A substance used in the
pharmaceutical industry, other
than the active ingredient,
which has been appropriately
evaluated for safety and 1is
included in a drug delivery
system to: aid in the
processing of the drug
delivery system during its
manufacture; protect, support,
or enhance stability,
bioavailability, or patient
acceptability; assist in
product identification; or
enhance any other attribute
of the overall safety and
effectiveness of the drug

during storage or use.

32

A surface active agent added
to a suspending medium to
provide uniform and maximum
separation of

extremely fine, solid
particles, often of

colloidal size.

H

=

oX
(o O

Al

=
=

2 e
>

WA g o] JApel A 1

&at7] Sl H7rs

o
o
!

33

a4

A substance, such as plant
cellulose, that expands when

wet causing the tablet to

1A 7}
S}kl A

b=

_16_




break apart in the digestive
tract releasing the nutrients

for absorption.

34

A substance, either natural or
synthetic, that protects
pharmaceuticals against
spoilage, discoloration, or
decay; wused to retard or
prevent microbial or chemical

spoilage.

35

anti—adherent

36

That which can absorb or
adsorb, or a combination of

the two.

37

A hygroscopic substance
such as activated alumina,
calcium chloride, silica gel,
or zinc chloride that adsorbs
water vapor from the air and
can be used to maintain a
dry atmosphere in  drug

containers.

38

Organic compounds that can
withdraw ions from solution,

forming insoluble complexes.

39

A special softner to be used

related with hair

40

softner

41

A substance added to a
material or other product that

improves its physical state

42

m
4z
il

A supplement of drug
container to be used when

active ingredient administered

43

iy

iin)
o

An additive used to prevent
or inhibit the clumping
together of dry material and
thus to maintain a
free—flowing condition; often
used in food and
pharmaceutical products that
tend to be hygroscopic,

anti—caking agent

_17_
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44 | AR A cleanser A7 A
45 | 2K S A | freeze—drying agent FABSA
46 | I A A | film-former 1] vt A4 Al
47 | AE7A penetration enhancer RESR
48 | A A glue A 2 A
49 | EA A labelling agent A A
. _ 59 B 9 E we o 2
50 | 224 A material to discolor - "
= kA
Any compound that reduces
surface tension when
dissolved in water or a water
_ | g EE g %98 v )
51 | AM&A A | solution, or reduces } )
. ) ) HAES 937] 93 54
interfacial tension between
two liquids or between a
liquid and a solid.
A chemical substance added
to a resin to impart
- T sy, g9 wels] A4
52 | 7FA&A flexibility,  workability, or | _ .
. o ) HA7tE oA = sletE4
distensibility; used in soft
gelatin capsules.
A material used in topicals or
tablets that adds slipperiness | AA] T+ 984 A ZA vl11H
53 | &4 and reduces friction, thus | & A&3taL vlzS THAA7]7]
making it easier to apply to | YA AlgEHIAE &4
the skin or swallow.
A  sweet tasting substance
used in foods and
pharmaceuticals; may be
either natural or synthetic; _ _
| AET ofebEol A HolE T
54 | 7w A usually having much greater
SRR lﬂl: %70
. . AN = - =
sweetness mtensity than
sugar (sucrose), but without
the caloric value, e.g.,
saccharin, aspartame.
A solid or liquid that can
take up on its surface, by
chemical or physical forces, | =8¢ XHIA sty = &=
55 | &2HA the molecules of gases, | &2 o 3] F5+& =
liquids, or dissolved | & 13 T&= dAo] &4
substances when it is in
contact with these molecules
A component to be used to | $1Atel] &3k o]oFE o] HHE W
56 | A-&3A prevent the degradation of | A8l7] $sted FoA =& &
active ingredient from gastrci | Y= AlEHE FAAE

_18_




juice

A component to modulate the

OEHQ L mg];ﬂi =
} . = =
57 | W&x4A |release rate of  active | . AO o F
o A% 5 e 4R
ingredient
A substance added to another
substance to increase bulk or
weight; a material used for
e B T 8w me g S 4
- illing out the size and shape | _ _ _
58 | THAl , 3 o2 B #HUtHAAE =
of a tablet or capsule making .
it practical to produce and =
convenient for the consumer
to use.
59 | 5334 [sotonic agent SA3A
Inert  material added to
_ . ) | HEAA A SFS STHA7]7]
60 | A4 solution to increase their ) }
AsA HbEAA = =4
bulk
A liquified gas with a vapor
61 | EAHA pressure greater than 14.7 | FF7|go 2 dA3E 7]
Ib/sq. in. at 105 F.
. = Al 0] EE O s5lel= 2Q
62 | mEsa A .co.mp.o.nenF to relieve the | A} ]LJ oHo S ¢h3lel= 28
pain in injection o] A= AR
A substance that prevents or
63 | woiag arrests the growth or action | P& A3 =& ZES A3
T . ) .. — - -
° of microorganisms on living | =& AX|3}7] 3 &3
tissue.
A substance that loses | AAFS Q11 AF3 A A =
64 | FAA oot P& ot sl
electrons and is oxidized. £
65 | %814 A substanc.e .that affects the Mare] Boo| Qe i A
flow of a liquid
A substance that forms stiff
gels when added to water;
. used in food and | =9 H7FEAE v LA A=
66 | A3kA) . R,
pharmaceutical products for | AEHE dAsHA sl &2
its thickening and
water—binding properties.
A substance that hinders the | _
67 | -SLEAAl , godlo] SE Adste B4
clotting of blood.
Subsidiary ingredient or
additive in a mixture that QlapHQl ookEe] FLAS =
68 | 874 | contributes to the ]
. . 7HA1 7171 f1gk FrEA Q1 A
effectiveness of the primary
ingredient.
69 | AnlA abrasive A n}A
70 | €A A clear liquid containing | 2 ¢Zg I3 FHI A
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mostly alcohol, but with small

amounts of other ingredients

suchth ells ZC/)rlrc ac1c}1], 1Malum, oz TR Fus =3
menthol, and/or camphor; ) _
N § g | A AR s e A
pr(.)v1 es a refres 'e e 2
skin—feel and a cooling
feeling from the evaporation
of the ingredients.
71 | &ZesHAl | alkalizer A 3HA
72 | munsa A component to be used to | B¢ JUYREFZ] HITE ¢
= provide nutrients to hair A ALEEHE AWE
73 | A =3sHA refreshing agent J & SHA)
74 | A A | volatile restrainer 3] ko] A A
A substance that aids in the e mae wus sed
75 | A3HA hardening or thickening of | | . _ o
e TT &
another substance. = =
& Frol= & -EAVIA
i ge B A 4Re
H}E 3] A ul P © =
76 =9 E | A semi-permeable membrane EgAA A, e ARe i)
A7) A ok o)
77 | BiA culture medium Hlj %
78 | AF3kA| oxidizer AF3HA
79 | A=<434A] | anti-allergenic 4= ¢35} A
A substance that is added to
a pharmaceutical formulation
in order to eliminate an| _ )
unpleasant taste or smell of ol A= ofergel FaAd %
80 | x4l ; narediont q = HAE AAS] AsliA <
an active ingredien an _ ) ) 1_
thereb ke th “ oFE Al HItH A= &4
ereby make e active
ingredient more easy to
consume.
_ A subst.ance added' to a A4 El SEAe 2o g
81 | Al product in the capacity of a o - .
diluent dif O =2 AFel HtEAA= EA
iluent or modifier.
An agent that causes removal
of electrons; an element that
82 | AkA A . | ARE AAGE BF
gains electrons and 1S
reduced
o A component to use the _ _ _
83 THEH ant'genp antibody reaction FA-RARS S o8 AE
1 —anti y
A usu'ally mac'tlv.e sub'stance Sajo] o= o|okmoe] Aah mi
84 | 9w use.d in association w.1th én o g BEs AlSE o] 4
active substance especially in -
24

aiding the application of
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the active substance.

jatod)

A substance capablie of
dissolving another substance
(solute) to form a dispersed
mixture(solution) to be used

when active ingredient

administered.
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<Fa : USP/ NF H7HAl 24 &>

USP Guideline for Submitting Requests for Revision for USP/NF Excipients

monograph skeleton

1. NAME

: General Chapter Nomenclature<1121>¢l w&} USANe| @ o] & official title

2. DEFINITION

: assay W EF, reflective of content/purity, dl&ZF8 & AT FE3] AUy
A el o] HyiAo] thellA AH7FAe] form, source, derivatizations A|A]E
2~ olo
T AT

3. OTHER REQUIREMENTS

: Packaging and Storage/ Labeling (Certificate of Analysis)/ Refence Standard

4. SPECIFICATION

Structure/ Empirical Formular/ Molecular Weight/ CAS Number/ Physical
Form/ Solubility

5. IDENTIFICATION
: Infrared Spectroscopy/ Ultraviolet Spectroscopy/ Thin-Layer Chromatography/
Gas or Liquid Chromatography/ Identification of Specific Salts/ Other(X-ray
crystallography, NMR)
6. IMPURITIES
: Organic Impurities/ Inorganic Impurities ( Heavy Metals and Other Residual
Metals, Inorganic Salts)/ Residual Solvents

7. ASSAY

. Titration, Chromatography

_25_



8. SPECIFIC TESTS

: pH test/ Antimicrobial Preservative/ Bacterial Endotoxins

9. REFERENCE STANDARD MATERIAL

10. REAGENTS
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Lo A¥ge A28 2 Y FASAN AR 99S, 2ATAY 49 dwy w=E o
Qo] BAS hESE 93S 247 FYRN £oEe FRAIRIE JABT
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: "B,—j_%]ﬁ-a" BE_IE HHE:]_F']_H

A FERE EAAY FAANE BT, FE AYUE A% A9 EE G5
FAol M 4FHA ohUd Yok AYePon, NEANE FAL A8

FE HAZPAIEEA )= " em, o &AAY] HIFARA Tolefe]Fo] et
71 R AR (A Fe kb A aA) o okelE Ax A4 A, Al
orHy [e}

PR oA R 1, dRoJEHIIETZH, CTFA(Cosmetic, Toiletry, and
Fragrance Association) 743 sl SAF = AEo=2 1 40 43t
e AEE "Gt A e R, duYokRe] AxE AT T4 A AT

2R

FTATFAKS, JIS )"z zt7r 1A 5 9
of, ToJekE5o] B2 XA 7|EHAIGWH ) (AFFERAA A A

H AE  "KPTaCS"

@A B I FE2 e ol A esteior g
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vk A, IAGEA £

FEAR olslel AL TA@NsEd, 2 FAA Sl FAE cjardl, W 79
A S OFE QA EE 1 99 AR Fele FAE & dE s SO
2 gBHe) AMgAoR Bysta, AHA Fanst AHA ohys] A
o HEAES AdSAY ARG AL FolAE opmth i, FHROR A}
SE ekl go] Qe Aow el ARe A wEes Agols At

o
A By g B mestel 1 §Re A4, 19 AeFe] Y Folgw
o 19 AA F8F 1/58 s ohstelol kv W xabshs A9t T
SlelX AR DA MFEAL AAGHoR Bgsrin pEEE Fto] @t

o2 Q4T & Atk

CBEAS T R AR ER 89 oofEE BEA B I ARSR Sl AFstoloR 7

O. o eFEFe] F5F7FIAAATA (A A LA A|2015-27%)

ATZAAARRS] 2.7)

oFEC] HIA-FEAT 71E W ARPE AAE 98 A5xe] AR ade o
7 59} 2o
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ﬂ%%ﬂ SHE AA 2 99 WA S -9l BAT £ e el 5
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2. NA, AIFA, AEA, A, A=A, RYoltAl, fradzAl, YA, A=A, HA
AA, WEdFFA, F4A, FA "HA
3. FAMA S H7HA]
4. orh-g-Al o] H7HA
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6. ooAZEA 2 FZA
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9. A & ToofETo 2L AQY V|FEAGYH ) (AFFEedA mADe
o}
1 AA, A, dhA, A4, A, E27)49 A7A
7t F-FA
SrTadE NAYAER O
A grEed
EIRR NG EF
r 9 HAAEZ Q2
U FIEEAMAAEE AYER
RAS 7
I F 8 A
O-Try = FRo|l=AgA e 1A
RS R A gty B =2 A LR AEX
AT T S EESAZZ AW AAERZQ A
Arrd Az 1928, 2208, 2906, 2910
I Aty zzddagZ
A EF 7 Q1
%}&‘{r\‘ﬁ\_‘/}g‘% XJA]_;rLH
QA = R
v, AgHA
AELEl (10 20%) ¥ =325 7 50%)
ofghH] o} aLH(10 T 20%) A 2=

of ¥k=(50%)

S 7
ZAZTEAAEZ O A
ZheEA A AER Q2
2EAMAdER e A0 E

FHAIJIUYEF

=g Ad(F=Ad)

g oAk
FIEEAMEAAEZ S AUYERF
HAANERZQ AUEH



o SalA

ol Al 9] A

(1) 23~

(
=

o St dp [ o2 i
S~
L

(I
ku to
ko [
[»

M
> o
[>

o o ok @ B =
(ot [ o
D > >
2o
(i
w2 i

HELo] E
ZhEEA A AER e AUYEF
Tt A A A E 20 A4
G- GNYER

2
o
El
ol _b,
N

N LA
AL} 45 v
B ARGt

ZH oA 4 E
2 Hlol&l
2]
71ed
ZAH oMY ESR

A ARV E &

Zg @A = 4000,6000
T A A7+ (Lubri wax)
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T ol O 2
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847
upal el

717+ 25

R Ea RS S At | E e
f5 et

2 HolA L Fr H
g ES
v} = 2 & (Macrogol)
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O. 8% 8] T8 vEA 2 I ALHY A 122458435 #AH)
&9 A 5 obhgAl | FART | daAlF
R 5189 19 5852 49 | ey | 3edd AEA
(%) (%) (%) (%)

Wz 2 0.06°13}  |5mg/kge) st 0.170.2 |pH59]3}

HZAEF 0.06°]8t  [5mg/kgo] 3t 0.170.2 |pH50|3}

g} Al 2k g 0.019]3F |10mg/kgel3t |0.059]8F [0.0570.18 |0.170.2 |pH3~7

b Al 2 A E 0.0103F |10mg/kgo] 3} 0.0570.2 |pH3~7

g zAZER 00108 |[10mg/kgeldt |0.05¢18F  |0.02¢]8F  0.0270.2 |pH3™7

b A 2 A E 0.01°8 |10mg/kgo] 3} 0.0170.1 |pH3~7

2w A 0.20]3} 10mg/kgo] 3 0.170.2 |#4 pH4
o]}

AERNALE 0.20]3} 25mg/kgo] & pH6.50] A

AR ER 0.20]3} 25mg/kgo] &t 01702 |dH=TF&

RIS 0.2570.5 103705 103705

(E22HE)

SR A A 0.00270.1 [0.0170.02 [0.01~0.02 |pH9F-<ol A]
g 52

A3 AEF 0.00270.1 10.0170.02 [0.0170.2 |pH9H-Lel| A]
ghu| A &2
el

=5 (pA 0.2705 A T A

a 7 & 0.1570.4 AT

22239 < 0.050]3F  [0.170.2 AT
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A1z ) o] A= AR GHE Al gt

A2z(Agd) of A= A Al F H2E ARAqAE AzsAYeEdATE sk 9
of B ol ofeliEel A&t

A3z AEA) O o Al Al BA] ojn] HeE 7R 2 AuM(AFE E4E
o), S+dAd-rad A E A= -] FA el o3

@ o A Al FA] ojn] s|7kE EAY Aoz @ o] WAl 5 o sk

S-olli= o] mAl AYLRTEH (e, HAPAY wFEe ot 2 NB'E a5 a9 3
= oJoFE2 7)ol 9 MGt AP EF shofoF gt
Bz <A2013-125%, 2013. 4. 5.>
o] TA]E= A3 FHE A]sYsir),

[HE 1] W58 2 98 A
1. 2F A <92. 4. 7>
2. A4 40 = (¢FE= AC, Allura Red AC)
6-3] EFA -5-[(2-MEA]-5-wE-4-H ¥ d)olx]-2-Yx&dANEdE ] qUEFSHA
3. 34 4 & (e} 2EgF, Tartrazine)
5-3lE=F A -1-(4-Axd)-4-4-A x| dotx)-1H-9 =£-3-7 224 ERUYER

o
4. A 5 5 (AAA2L FCF, Sunset Yellow FCF)

6-3| =EF A -5-(4-HAxHdolF)-2-yxeAd EAY] YUEFYA
5. 34 203 & (ﬂiaaﬂi—r WS, Qumolme Yellow WS)

£ ‘m
do

K

1 rlr
>,
0%0
e

»

0
10

—[a—[4—(N—°ﬂ%—3—*aE WA ©)-2, 5-412 2 Aol 2] 0] -4-(N-of e -3 2
S EEAHAAL Y| o|EY] TIUEEY

bl
=,
N
o
o
)
r
=
1
T
1
|
ol

g etEEF FCF, Brilliant Blue FCF)
—[a-[4-(N-o&-3-dxdldojn]2)-2, 5-ASF2F Aol de]dl]-4-(N-°]&-3-4
dotr m)uld [HAd o] ES] HUEFEH

8. 44 2 = (dH7k=R], Indigo Carmine)

)
5 5 =Y dELS] UEFSA

nE
-3

—_

% (o}n}#E, Amaranth)
EA-4-(4-A XYz Eolx)-2, 7-yzeddydEre] EYUEFS
102 & (37341, New Coccine)
1-(4-AF-1-y=Zgolx)-2-4 T E-6, 8-t EA] EYUEFEADY 1.5 5315
3. A 103 29 (1) (o241 YS, Eosine YS)
9-(2-7I2HAIHHE)-6-3| =FA]-2, 4, 5, 7T-HEZERZ X -3H-F2dl-3-29] tJUYEH

w
|

)
)
& o

(e}
A=y
4. A2 104 39 (1) (F54 B, Phloxine B)
9-(3, 4, 5, 6-HEZHIZZ-2-7t2EAHH)-6-3=FA-2, 4, 5 7-HEZHHZR
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-3H-ZA E-3-&9] JUEFS
5. A4 104 39| (2) (F54! BK, Phloxine BK)
9-(3, 4, 5, 6-HEHFEZR-2-7I2EAHAL)-6-3|=5A]-2, 4, 5 7-HEIHHZZ
-3H-ZA e -3-&9] UZF4
ookl AMEE ¢ Jle
2k A <2011. 9. >
7. A4 201 & (2]E59 B, Lithol Rubine B)
4-(2- 4 Eop- B UIE)-5-5] 5 -2 ZE k) TR
8. A 202 % (FEFH BCA, Lithol Rubine BCA)
4-(2-AZ-p-EHolx)-3-3| EFA -2~ Z B ite] ZH Y
9. 2F A <92. 4. 7>
10. 2F A <92. 4. 7>
11. 2F A <92. 4. 7>
12. 2} A <2011. 9. >
13. ZSPA 218 3 (HESSZZHEGHI R EZF 0 A<,
Tetrachlorotetrabromofluorescein)
2°, 4, 5, T-EHlEg}HER -4 5 6, 7T-HEZHFEZZ-3", 6 -H3E=FA| 2y Z[o]2Hl
- 1(3H) 9-[9H] ZAtE]-3-2
14. AA 219 & (B etEH o)A 8 = R, Brilliant Lake Red R)x*
3-3| =2 A -4-H do}2-2-J L EdAle] Z+4dd
15. AA 220 & (YxZulE, Deep Maroon)*
4-(1-A2¥-2-1Z-olx)-3-3| EFA-2-UZEd|3ke] Z4 9
16. AM 223 & (HEHBZRZFQ A A2, Tetrabromofluorescein)
2, 47,5, T-HEHHRRE-3, 6 - =S AT 2 [o] Al 2Fh-1(3H),9" - [9H ] A4t
gl]-3-2
17. A2 225 & (¢ 1, Sudan ID*
1-[4-(Adetx)ddotx]-2-H ==
18. AA 226 & (AH=F T CN, Helindone Pink CN)#
6, 6'-T]222-4, 4'-tJHd-E] 21
19. A 227 & (I AEofA =ulAdlE}, Fast Acid Magenta)=
g-olu| =-2-Fdolx-1-Y2xZE-3, 6-UAHAENS] UEFSH
20. AA 228 3 (HuEHY =, Permaton Red)
1-(2-282-4-UER¥do}x)-2-UZE
21. AA 230 39 (2) (24 YSK, Eosine YSK)
9-(2-F+EEAHD)-6-3| ==A|-2, 4, 5, 7T-HEeHZ R -3H-FAel-3-29] tUEH

oy

T e
1’4 EE%—EFEHW]?J, Dibromofluorescein)

, 6 -3l =g A AY 2 o] Ml 2 -1(3H),9- [9H] A4 -l -3-2
23. 2F A <92. 4. 7>
24. S 204 & (3117\]19_9_%'4_]2] G, Benzidine Orange G)*

4, 47-[(3, 3r-"E2z=2-1, 1"-H¥d)-4, 4-gdn|=(okx) M= [3-v " -1-3d-5-1]
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1—(4—*;1}?}1]‘5_0}_%)—2 ‘/}Z%,] By ER
26. 4 206 & (H8e=ZF2 A<, Diiodofluorescein)=
4, 5-H 29053, 613 EEA A 2 [o] AW EF A-1(3H), 9°-[9H]ZAtE]-3-2
27. T4 207 & (Y EZL 4294 NA, Erythrosine Yellowish NA)*
9-(2-7t 2B A AY)-6-8 == -4, 5-1 2 ¢ =-3H-AAE-3-29] JUEFY
21, Fluorescein)#*

DO
oo
o
z
Do
o
[
m fol
> i
il
to
=)
>
r

iﬂi[oli Wl 2= F&-1(3H), 9°-[9H] A 2Fel | -3-
) ($-2hd, Uranine)*

9- (2 7h2 A Jﬂé)—(s—é‘c Al-3H-FAFRI-3-2 9] TUEH
30. A 204 & (—;H Ed A2 SS, Quinoline Yellow SS)#

A

2-(2-FA = , 3-21 %1’4%
31. A 205 & (Hﬂx]‘ﬂ%i G, Benzidine Yellow G)
2, 2-[(3, 3'-yZF=E=-1, 1"-8]dd)-4, 4-t]Ldu]2(o}F)]v] A [3-S A Eold & = ]

32. ZA 201 & (L AFH A }‘dl“ﬂ F, Alizarine Cyanine Green F)=
1, 4-¥]2-Q2-AX-p-EFo|Hu)-AdEGF =9 YUEFH

33. 54 202 & (AYAH 1A SS, Quinizarine Green SS)*
1, 4-H=(p -EFo|H )¢ EF] =

34. ZA 204 & (¥gd£3, Pyranine Conc)*
—;lEiAl—l 3, 6-FMNEZEEN] EYUEFY

35. A 201 & ()11, Indigo)=

SA=nA
36. BA 204 & (FFEHFEAEF Carbanthrene Blue)*
3, - EFzzogxd

37. AA 205 & (&¥9 FG, Alphazurine FG)*
2-[a-[4-(N-o&-3-Hxul Do) $)-2, 5-AZFzaalr]ddedll]-4-(N-o&-3-4
syl ot )l A A d o] E o] Tt ¢
38. 2F A <2007. 6. 20>
39. A4 201 & (LE]FHHE SS, Alizurine Purple SS)*
1-3| =5 A -4-(p-EFolH ) ELHF] =
)« A Mol vbE, 2EREE, A2aFdelas AHEE £ gtk
[E3E 3] 2844 (9 Al
1. 2+ A <2011. 9. >
2. M 106 & (PA ==, Acid Red)*
2-[[N, N-t]o&-6-(t]o &o}n| )-3H- A4 el -3-0] 1] 1] ¢ |-9-% |-5-4 A4
o|E°S] HxUEFYH
3. A 205 & (FE=, Lithol Red)*
2-2-3|EFA-1-YZdolx)-1-vz gl d E4e] R EFY
4. A 206 & (FE=dY= CA, Lithol Red CA)x*
=

2-(2-3=ZA-1-yZgolx) -1 -yZerald ZAe] 2454

k
=
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 oJefEol= AFEE & Gl
5. A4 207 & (FEd = BA, Lithol Red BA)
2-(2-3 =EF A -1-Uxgolx)- -y el g k] nhE 9
 oJefEoll= AFEE gl
6. A4 208 & (2]E#= SR, Lithol Red SR)
2-(2-3|EEA -1~z EolF)-1-YyZeald EFilo] ~EZFS
 oJekEoll= AMEE F §le
7. 2F A <2011. 9. >

8. A4 221 & (EFoldd X, Toluidine Red)*
1-2-HERZ-p-FHolx)-2-1=Z &

9. A4 401 & (H]<=H¥ R, Violamine R)
9--AAE2BAAE)-6-U-HF-Ea-EF ) -N-(&F2-5d)-3H-=
o UEHE4SA

ookl = AMEE ¢ Sl

10. 2} Al <2011. 9. >

11. A2 405 & (W JE# = F5R, Permanent Red F5R)
4-(5-FRE-2-AX-p-FHo}x)-3-3| =F A -2-YZE 1] ZEF<

ookl = AMEE ¢ Sl

12. 2F 4] <2011. 9. >

13. 2} A <2011. 9. >

14. AM 504 & (%24 SX, Ponceau SX)x*
2-(5-AE-2, 4-7| 4o} F)-1-UZE-4-HE ] JUEFY

15. A2 506 & (HAEHE= S, Fast Red S)*

4-(2-3 EFA -1-yZdolx)-1-YZadAd EAS] R YEFS

16. 2} A <2011. 9. >

17. 84 202 59 (2) ($-2d K, Uranine K)*
9-SA~-FIEHAHI-6-3 =FA|-3-0]A~FrE] UZES

18. 3+ 401 & (3A,2 =9, Hanza Yellow)*
N-#d-2-(JERZ-p-EHo}%)-3-S h R eoln =

% o)oFEo)= Al&3 & gle

19. 34 403 %9 (1) (G2ZELZES S, Naphthol Yellow S)

20. 2 A <2011. 9. >

21. A 407 3 (HEge]EAZ S 3G, Fast Light Yellow 3G)*
3-wd-4-sdolx-1-4- A x5 )-5-FH L& ExUHEFY

o okRol= AMEE ¢ Jle

22. 2+ A <2011. 9. >

23. =4 401 & (Y= E1% B, Naphthol Green B)*
5-0lAHERA-6-54-5, 6-H3|=2-2-x el d E4ke] MY

ookl AMEE ¢ Jle

24. 2F A <2011. 9. >

25. 2} Al <2011. 9. >

26. 2 A <2011. 9. >
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27. AM 403 = (£EF B, Sudan Blue B)
1-v " o}r] -4 -(m-EFo| U] )t E}HF =
o ToJokelF W9 A, (AlFooFEQtdA A A2xTHEe] S
ghaf AFE 7hs
28. A 404 & (ZEE Ao} dEZ Phthalocyanine Blue)#
IR Aol e] A
29. A 401 & (&EFE9 =, Alizurol Purple)x
1-3| EFA-4-(2-Ed X -p-EF°|o)-AdEHF = ExUHEFHA
30. 541 401 3 (Y4=EEFE9, Naphthol Blue Black)*
g-otH| =-7-(4-HERH Do} x)-2-(ddo}x)-1-H2ZE-3, 6-HEEANY] HUEFS
31. 2} Al <2011. 9. >
32. 2F A <2011. 9. >
9. >
9. >

ofy
ot
F>'
oft
"~
ofw
2
2

33. 2k Al <2011.

34. 2k A <2011. 9.

35. EWMEEF 35 & (¢ £F II, Sudan Blue II)
4

H g]
=
SF WS A (AEkERAA 1A A2z

it
e
ofy
ok
r >
ofk

>
o
2
o

, Waxoline Blue)

% TOloF)E WS MY, (BFAFEAAA 1) AzETHE B
el ALg b5
37. £WEIY 28 &

Ld-t)-4 vdobd el mgreehal i
% TOloRlE WS AL (NBIFERAA 1) AzETHES B3
@el g b
F) x Y Mo g, SERE,

s
of
ot
2
ofl,
s
ofje
2,
o

i
ofy
ok
r)f
of

>
o
2
=2

N

|2aFdolat A8 4 fd

N

EIEE DEE

:
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HE 6. NF #H7HA4 55
NFA g
v gH5-4 Al - g Lia=ac
Acidifying Agent Acetic Acid ZF
(AF A Acetic Acid,Glacial H 2 Ab
Citric Acid,Anhydrous ALk
Citric Acid Monohydrate TFAANLA TS E
Hydrochloric Acid Ak
Fumaric Acid FuE At
Hydrochloric Acid,Diluted FoAqt
Malic Acid At
Nitric Acid HEZ2)
Phosphoric Acid Q14k
Phosphoric Acid, Diluted FH2214k
Propionic Acid I 2324k
Sulfuric Acid ehak
Tartaric Acid FA 4k
Aerosol Propellant Butane Set
(FEArAD Dichlorodifluoromethane tho|F R 2 o] ZF 0 2 e
. to| 22 2H EEEZF 0 20|
Dichlorotetrafluoroethane o
Isobutane o] AR et
Propane R
] Efo]ZF 22270 21
Trichloromonofluoromethane o
Air Displacement Carbon Dioxide o] 2ks}lE A
(A Nitrogen A
Alcohol Denaturant Denatonium Benzoate AU ER
(FEZwdA) Methyl Isobutyl Ketone Weo]l AR =
Sucrose Octaacetate SEfolA A ST H Y LTS
Alkalizing Agent Ammonia Solution, Strong A E Y oHNH3)
(& shA)) Ammonium Carbonate SRS ASR S
Diethanolamine ool gk-goll
Potassium Hydroxide Skl E
Sodium Bicarbonate g AUER
Sodium Borate BAAYEFE(BAD
Sodium Carbonate Y EE
Sodium Hydroxide FASGEF
Trolamine EZolnyl
Anticaking Agent Calcium Silicate A
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(L ALA A

Magnesium Silicate

Tkl 5

Silicon Dioxide, Colloidal

Fzol =g ol ALsht

£

Talc =
Antifoaming Agent Dimethicone o E &
(&3A) Myristic Acid v g ~ELt

Palmitic Acid Hr| EA

Simethicone Al E] &

Antimicrobial Preservative

Benzalkonium Chloride

o spal 25

Benzalkonium Chloride

(HZEA) A sl 23 45 <Y
Solution
Benzethonium Chloride o spil A B
Benzoic Acid QFA Al 224
Benzyl Alcohol Wl A k=
Butylparaben R e el
Cetylpyridinium Chloride AstAlg v gl w
Chlorobutanol Ak
Chlorocresol AstaEE
Cresol EEES
Ethylparaben ol &l 2l
Methylparaben v & g2}l
Methylparaben Sodium v g el A F
Phenol kS
Phenylethyl Alcohol Hdold o=
Phenylmercuric Acetate 22
Phenylmercuric Nitrate A d 2
Potassium Benzoate QHA AL
Potassium Sorbate 22NN
Propylparaben 2 gy
Propylparaben Sodium Iz duelhE
Sodium Benzoate SHA A EFH
Sodium Dehydracetate Hs| =2 2AVES
Sodium Propionate I RIAMYEF
Sorbic Acid AERIA
Thimerosal ) v 2 Ak
Thymol =

Antioxidant Ascorbic Acid o~z 284k

(B2E3kA)) Ascorbyl Palmitate olA~z 2 g ol E
Butylated Hydroxyanisole Fas=g5Aol&
Butylated Hydroxytoluene FEHI =S EF4
hypophosphorous Acid ol At
Monothioglycerol EuAtol o SFY A=
Potassium Metabisulfite wElF ol it
Propyl Gallate XA T 2
Sodium Bisulfite Aol G EFE

Sodium Formaldehyde SFXEL US| =AZA Y
Sulfoxylate ol E

Sodium Metabisulfite W ElF ol A E

Sodium Thiosulfate ZFolFA G EH

Sulfur Dioxide o] 4hs}8}

Tocopherol EFYE

Tocopherols Excipient

B E H7HA
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Buffering Agent Acetic Acid ZAk

(gF=A) Ammonium Carbonate ERALOF R
Ammonium Phoshate QAR
Boric Acid Bk
Citric Acid, Anhydrous TANL T =
Citric Acid Monohydrate ALt
Lactic Acid RS
Phosphoric Acid Q14k
Potassium Citrate TN E

Potassium Metaphosphate

Potassium Phosphate,

Monobasic

Potassium Phosphate, Dibasic A o] A F
Sodium Acetate ZANMUEE
Sodium Citrate TAMHEE
Sodium Lactate Solution A EF N

Sodium Phosphate, Dibasic

Aol AU EFH

Sodium Phosphate, Monobasic

ALFEF

Succinic Acid Ze AL AH(Z EFA)

Bulking Agént for Creatinine AdlolEd

Freeze-Drying

(5ARZA) Mannitol T E

Capsule Lubricant Calcium Carbonate [Sedncy

s 71A) Calcium Phosphate, Dibasic Aol AArd&
Calcium Phosphate, Tribasic A A A&
Calcium Sulfate I et
Cellulose, Microcrystalline NAHGAEZ Q2
Cellulose, Powdered EUAEZQ X~
Dextrates a1 EgolE
Dextrin grEY
Dextrose Excipient EEGH A
Fructose o
Kaolin 7He9
Lactitol gEE
Lactose, Anhydrous FrEdTstE
Lactose Monohydrate T
Maltodextrin dEY EY
Maltose AF
Mannitol T &
Sorbitol AEHE
Starch E R
Starch, Corn ST
Starch, Potato AL 5
Starch, Pregelatinized 2 5 3p A H
Starch, Pregelatinized W A 5B
Modified
Starch, Tapioca Bl o 7 A &
Starch, Wheat IR
Sucrose A (GFAR L)

Sugar, Compressible

SHEAuG

Sugar, Confectioner's

AW

Chelating Agent

Edetate Calcium Disodium

Aol dEAYYER




(Aol EsHA)

Edetate Disodium

oA EAE FE T

Edetic Acid

o I EAF

Coating Agent

Ammonio Methacrylate

Copolymer

drYe et H AT ET T
A

Ammonio Methacrylate

Y ER R

(Z=E A | DI : Al
Copolymer Dispersion Apon
FI2EAEAEZ O AU E
Carboxymethylcellulose, | _ B =
Sodium o
(ARAFIAZ L AVUES)

Cellaburate

AT Aol £

Cellacefate(fomerly Cellulose

Acetate Phthalate)

A A ] o] E (AP DAL Al

Cellulose Acetate

Cellulose Acetate

phthalate(see Cellacefate)

Copovidone

Ethylcellulose

Ethylcellulose Aqueous

Dispersion
Gelatin A 2} el
Glaze, Pharmaceutical o]ekgFdlo

Hydroxypropyl Cellulose

Hydroxypropyl
Methylcellulose

Hydroxypropyl
Methylcellulose
Phthalate(see hypromellose
Phthalate)

Hypromellose

Hypromellose Acetate

. ZAME A slo| z2 Wl 2 9
Succinate
SEAElo| T2 R Q A
Hypromellose Phthalate _ - L
e L E
(fomerly hydroxypropyl -
=29
Methylcellulose Phathalate) =)
Maltodextrin dEYXEY
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Methacrylic Acid Copolymer

Methacrylic Acid Copolymer

Dispersion

Methylcellulose

dAERe s

Ao~

sedEd=gE

Polyvinyl Acetate Phthalate

AP EAE Y

Shellac A=

Starch, Pregelatinized WA A 5 5
Modified

Sucrose TR~
Titanium Dioxide AbslE] g

Wax, Carnauba

e e

Wax, Microcrystalline

EEEEE

Zein A 21
Color Caramel 7}
. Ferric Oxide, red, vyellow, or | Atsbd(HA, 34 &
(A A) .
blends 3h

Complexing Agent

Edetate Calcium Disodium

Aol dEAYYER

G =AD

Edetate Disodium

N EAY Y EH

Edetic Acid

o H EAF

Oxyquinoline Sulfate

A A=

Desiccant Calcium Chloride Akt E
(F5=A) Calcium Sulfate A
Silicon Dioxide o) Ak} A

Emollient(d3}#))

Alkyl (C12-15) Benzoate

ot gk (C12-15)

Emulsifying and/or Solubilizing

Acacia

o}7hA o

Agent

(&3 Bz=A|, 71H83kA])

Carbomer Copolymer

7HRHF A (EE T

A
Carbomer Interpolymer FrH I EH Z g
Cholesterol T 2HE
Diethanolamine(Adjunct) tjo) kg0l
=L =L
Diethlene Glycol Stearates el B A2 2 =0
ool E

Ethylene Glycol Stearates

ol Z 2] &2 H of el

o]E

Glyceryl Distearate

S Aol ~uold

O]E

Glyceryl Monolinoleate

Glyceryl Monooleate

Glyceryl Monosterate

Lanolin Alcohols

Lecithin

Mono- and Di-glycerides

Monoethanolamine(Adjunct)

Oleic Acid(Adjunct)

Oleyl Alcohol(Stabilizer)
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Poloxamer

A

Polyoxyethylene 50 Stearate

Z A ol A502 )

oo E
Polyoxyl 35 Castor Oil Z 222359 v A
Polyoxyl 40 Hydrogenated Z 822407 3} np 2}
Castor Oil -

541088 Lol H)
Polyoxyl 10 Oleyl Ether -

Polyoxyl 20 Cetostearyl
Ether

F9) %2204 =2 o}
doH =

Polyoxyl 40 Stearate

Z g 22140228 o} o]

=
Polyoxyl Lauryl Ether ZESA G- H =
Z gl LA AgolHo |
Polyoxyl Stearyl Ether Za e lore el
Polysorbate 20 Z g 4A2H|0]E20
Polysorbate 40 Z g A2 0] E40
Polysorbate 60 Z g A~2H ] ERQ
Polysorbate 80 Z 7 A EH 0] E80
Propylene Glycol TRdA YIRS
Monostearate Holg ol E
Sodium Lauryl Sulfate S ER

Sodium Stearate

ZEol R E R

Sorbitan Monolaurate

2N g Yo E

Sorbitan Monooleate

EH GRS o=

Sorbitan Monopalmitate

B H|EHR = E ] ] o]

i s

Sorbitan Monostearate

Sorbitan Sesquioleate

Sorbitan Trioleate

SEHEE Y E

Stearic Acid 2 E|ot 24k

Trolamine EZolql

Wax, Emulsifying 3}
Filtering Aid Cellulose, Powdered EUAEZQ A

Siliceous Earth, Purified A A T2k
Flavors and Perfumes Almond Oil o=
(2FgkA]) Anethole oMl &

Benzaldehyde Hzdd 3=

Ethyl Acetate ZAko el

Ethyl Vanilline Jqentd#

Lactitol YEE

Maltol i

Menthol Eilk=

Methyl Salicylate wEAie Ay el E

Monosodium Glutamate

ll
l
il
N

m

w

T

(m

it
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Peppermint Ay E
Peppermint Oil HHYEY
Peppermint Spirit HEYUEYT LS
Rose 0Oil 225
Rose Water, Stronger PASIRLE
Thymol &
Vanillin Hd A

Glidant and/or Anticaking Agent Calcium Silicate TA &

(Z=A)

Magnesium Silicate

Silicon Dioxide, Colloidal

Talc

Humectant Glycerin A=A
A, 344 Hexylene Glycol A=Y=
propylene Glycol zzdd Iy
Sobitol AEHE
Sorbitol Sorbitan Solution AZH A2 H]E8
A e
Ointment Base ng;;]zj;p;fiides A=A
o] =
1A Diethylene Glycol Monoethyl Clolod AT
Ether e g =
Lanolin Z=d

Lauroyl Polyoxylglycerides

Algkol =
. . dEHdLdEgSAZ
Linoleoyl Polyoxylglycerides o) Aghol =
Ointment, Hydrophilic Qg
Ointment, White w3
Ointment, Yellow A
. U edEsA=
Oleoyl Polyoxylglycerides Aol =
Polyethylene Glycol ZodEdIg TR e
Monomethyl Ether w e g 2
Petrolatum vl
Petrolatum, Hydrophilic g npa
Petrolatum, White w2l
Rose Water Ointment B2ERTFAD
Squalnane 2okl

Stearoyl Polyoxylglycerides

Begetable Oil, Hydrogenated,
Type 1I

Tt " E gfo] 7
Plasticzer Acetyltributyl Citrate o [
=
T A A D E 2ol o
(ZF2=A1) Acetyltriethyl Citrate . PR Eeele
=
Castor Oil i R AR

Diacetylated Monoglycerides

Chol oAl d 2 o] ] 5 =
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Aol =

Dibutyl Sebacate

g Aol =

Diethyl Phthalate

o gz ey o E

Glycerin

=eA=

Polyethylene Glycol

EeldddzgE

Polyethylene Glycol

gAY FE -

Monomethyl Ether el o g 2
Propylene Glycol zzddIdF
Triacerin EgolA"

Tributyl Citrate

TARE 5 Y

Triethyl Citrate

TALtE ol "

Polymer Ammonio Methacrylate SRy ErelaH Ak
Membrane Copolymer TS A
ey el HAL
) Ammonio Methacrylate t
EETERY e TEEA
Copolymer Dispersion Apel
Cellaburate A g E g o] E
Cellulose Acetate ZAAER Q A
Sequestering Beta Cyclodextrin(see HEAlo| S 2l A~ EY
Agent Betadex) (HEe ~)
0~ =
(o] -3 51 4]) Betadex(formerly Beta W ELE A~ (H EFALo] 2 2
Cyclodextrin) g»Ed)
Sodium Tartrate FAMYER
Solvent Acetone ol M| &
(£A) Alcohol 43S
Alcohol, Diluted MU
Amylene Hydrate Zaobddl
Benzyl Benzoate AW Z ol o] E
Butyl Alcohol FEIdIE
Ftxd 22 d &1
Caprylocaproyl onZal A
Polyoxylglycerides aho) =
Corn 0il ST
Cottonseed Oil W e
Diethylene Glycol Monoethyl tloloddlFg| F
Ether o doj e 2
Ethyl Acetate ZAto gl
Glycerin = AH
L

Hexylene Glycol

Isopropyl Alcohol ol AR I L
gezdEsA=g

Lauroyl Polyoxylglycerides
Aol =
dedodEgsAls

Linoleoyl Polyoxylglycerides

yl Polyoxylgly 2 Alto] =

Methy Alcohol e dss

Methylene Chloride < 3} el 2

Methyl Isobutyl Ketone o] ARE A=

Mineral Oil B
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Oleoyl Polyoxylglycerides

Peanut Oil s} gTor
Polyethylene Glycol ZgdddZE =
Polyethylene Glycol ZodddIgZ e
Monomethyl Ether ol g =
Propylene Glycol z2gdI8F
Sesame Oil Eedis
. 2Hol2dEHFAF
Stearoyl Polyoxylglycerides A E}o] =
Water for Injection TAHE T
Water for Injection, Sterile AT
Water for Irrigation, Sterile H A F
Water, Purified AA G
Sorbent Cellulose, Powdered EHAER Q2
(F2HA) Charcoal, Activated gdet
Siliceous Earth, Purified A t4F
S?rbfant, Carbon Barium Hydroxide Lime FAksE
Dioxide
(F&AD Soda Lime ZThA 3|
Stiffening Agent Castor Oil, Hydrogenated A 3} v} A&
) Cetostearyl Alcohol AE2dHoldda S
Cetyl Alcohol AELdFE

Cetyl Esters Wax

A el o] 2 ok~

Cetyl Palmitate

AL HolE

Hard Fat 73 3}

Paraffin setaA

Synthetic Paraffin S+A) ek

Stearyl Alcohol AHolddm &

Wax, Emulsifying F3keb~

Wax, White ) AY o

Wax, Yellow ZhA oF
Suppository Base Cocoa Butter o7&
(FAN71A) Hard Fat 73 sk

Polyethylene Glycol ZHga 2y

Suspending and/or

Viscosity-increasing Acacia o} 7} A o}

Agent

(A Agar o}7}
Alamic Acid Py
Alginic Acid o}l = 714k

Aluminum Monostearate

Attapulgite, Activated

Attapulgite, Colloidal
Activated

Bentonite

Bentonite, Purified

@ﬂﬂgwqg

Bentonite Magma

HE o] Evj v}

Carbomer 910

7+HE. %910

Carbomer 934

7hH 934
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Carbomer 934P

7+H.#934p

Carbomer 940 7}H. 940

Carbomer 941 7tH 941

Carbomer 1342 7tH 1342

Carbomer Copolymer FARERE B |
Carbomer Homopolymer IR S EZg
Carbomer Interpolymer FtH el E &
Carboxymethylcellulose Jt2EBAHEAEZ Qo
Calcium Eabd g
Carboxymethylcellulose Ft2EEA Y AERZ S
Sodium 2UEH
Carboxymethylcellulose TH2EAMEAEZQ
Sodium 12 2UEF12
Carrageenan 7} 7

Cellulose, Microcrystalline,

and Carboxymethylcellulose

M]EEO/\ u]gxé
FEA g gz
SUEF

Sodium

Dextrin d~eg

Gelatin A e

Guar Gum TobA
EREENEEREES

Hydroxyethyl Cellulose o

Hydroxypropyl Cellulose

Hydroxypropyl

Magnesium Aluminum Silicate

Maltodextrin

\:ﬂ—Etﬂ/KE%

Methylcellulose

Ao

Pectin

el

Polyethylene Oxide

Zeol g =

Polyvinyl Alcohol

el eas

Povidone ¥ H|E

T2 dUZg o2
Propylene Glycol Alginate ol &
Silicon Dioxide o] AF3} 4t A

Silicon Dioxide, Colloidal

FRo| = oAkt A

Sodium Alginate

oL7]/\]—L]_E =

Starch, Corn

Q I~ \:l

=TT A
Starch, Potato AR} 5
Starch, Tapioca E} 9] @ 7HH i
Starch, Wheat 7
Tragacanth EgANA
Xanthan Gum AbeRH
Sweetening Agent Acesulfame Potassium ol AT FH
(A A Aspartame o}~ e

Aspartame Acesulfame

o} 2= ol A A 2

Dextrates

g iEdoE

Dextrose

gAERQ

Dextrose Excipient

9 2EZ S 23T
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Fructose g

Galactose dgES -
Maltose T E 9 (o))
Mannitol T E
Saccharin A7
Saccharin Calcium ek
Saccharin Sodium AU E R
Sorbitol AEHE

Sorbitol Solution

e g

Sucralose

FIALGROA

Sucrose

TARA

Sugar, Compressible

AEA AT

Sugar, Confectioner's

gA

Syrup Al 9

Tablet Binder Acacia o}7}A] o}

(AFA) Alginic Acid &4k
Ammonio Methacrylate ol o W Elo} 7 EH AL
Copolymer oA
Ammonio Methacrylate ol 2 U o HElol a1 HAF
Copolymer Dispersion T EAE Ak
Carbomer Copolymer F}H W F S A
Carbomer Homopolymer RS R EE Y
Carbomer Interpolymer FFEHAEH EE
Carboxymethylcellulose, FIEEAHEAZEZE L
Sodium YU EE

Cellulose, Microcrystalline

MARAERS

Copovidone

SLEH] =

Dextrin

grEd

Ethylcellulose

qEAEZQ

Gelatin = 7)€l
Glucose, Liquid M} =F
Guar Gum TolA

Low-Substituted
Hydroxypropyl Cellulose

o
Hydroxypropyl Slol = A2 d g
Methylcellulose AEZQ A~
Hypromellose o2l 2 o~
Hypromellose Acetate ZAFZ ukAl ) o] i 2
Succinate 20X~

Maltocextrin dEYAEY
Maltose 4 EQ A (ol
Methylcellulose HEAEZQ 2~
Polyethylene Oxide Zg o gd Aol =
Povidone YHE

Starch, Corn A E

Starch, Potato AL

Starch, Pregelatinized Z e RS

Starch, Pregelatinized A 5 5

Modified

Starch, Tapioca

fuj
©
to
)
=
™
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Starch, Wheat oA
Syrup Al

Tablet and/or Capsule Diluent Calcium Carbonate [ty

A Calcium Phosphate, Dibasic A o] A4
Calcium Phosphate, Tribasic A4k &
Calcium Sulfate e gy
Cellulose, Microcrystalline nAHAEEQ
Cellulose, Powdered BEUAEZQ X
Dextrates dAEHolE
Dextrin dr~eg
Dextrose Excipient UAER QA TIA
Fructose o
Kaolin &9
Lactitol ZE| &
Lactose, Anhydrous e sE
Lactose Monohydrate R Eins
Maltodextrin dEdAEY
Maltose YEQ 2~ (Wold)
Mannitol v E
Sorbitol AE2HE
Starch A
Starch, Corn ST HAE
Starch, Potato A 7
Starch, Pregelatinized el g
Starch, Pregelatinized WA A 5B
Modified
Starch, Tapioca B3] @ 7HH
Starch, Wheat EIEIR
Sucrose FARQ AR
Sugar, Compressible rEA A
Sugar, Confectioner's A A W

Tablet Disintegrant Alginic Acid Ak

(B3 A, #AkA) Cellulose, Microcrystalline ARAZET O A

22742 0 AU E
Croscarnellose Sodium =
Cropovidone R ¥H =
x| 3} §lo]l & =

Low-Substituted 2;2%;} 1==5
Hydroxypropyl Cellulose o
Maltose UEQ A (Wold)
Polacrilin Potassium I adEa%F
Sodium Starch Glycolate A= 2 EE
Starch Eil
Starch, Corn SFEFAE
Starch, Potato AL 2
Starch, Pregelatinized AT 3pAH
Starch, Pregelatinized WA A5y
Modified
Starch, Tapioca B9 Q71 A &
Starch, Wheat A

Tablet and/or Capsule Lubricant Calcium Stearate ZHg 2ol ol E
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[e]

ZA)

Glyceryl Behenate

=AEH v E

Magnesium Sterate vl 1y g2 ol o] E
Mineral Oil, Light R
Polyethylene Glycol Zeld =
Polyoxyl 35 Castor Oil Z 854359 npA}-H-
Polyoxyl 40 Hydrogenated 2822407 3} vz}

Castor Oil I

Z8224102 Lo =
Polyoxyl 10 Oleyl Ether Z e =
Polyoxyl 20 Cetostearyl Z A 204 E2H o}
Ether oy =

Z 7S 24028 o} o]
Polyoxyl 40 Stearate =
Polysorbate 20 Z g x2ZH|0]E20
Polysorbate 40 Z YA E2H O] E40
Polysorbate 60 Z g ~2H 0 ERQ
Polysorbate 80 Z g A2 9] ELD
Sodium Lauryl Sulfate G- ERE

Zlobel Al Z A E
Sodium Stearyl Fumarate - =T

A2 H R g} o]
Sorbitan Monolaurate =
Sorbitan Monooleate AEH|EIE 2ol E

22 H| g = Fu] g o]
Sorbitan Monopalmitate =

A EH R =2l
Sorbitan Monostearate o)

A EH| BhA =7 &7 o]

Sorbitan Sesquileate ;

Sorbitan Trioleate A EZHREZ] o E
Starch 7

Stearic Acid 2o} 24k

Stearic Acid, Purified A A 2~ " o} 2 Ak

Talc g3

Vegetable Oil, hydrogenated,

Type 1

Zinc Stearate

Tonicity Agent

Dextrose

(57&skA Glycerin Za A
Mannitol ElaBR
Potassium Chloride A3 a5
Sodium Chloride AIJYEF
FLAVORED
: AND/OR : e HpEEAd ol 2]
Vehicle SWEETENE Aromatic Elixir Iafad ol 2] A
D
(o) wlakA] Benzaldehyde Elixir, il =g g slol =
T 2] A Compound 2l A
Dextrose UAERZ QA
Peppermint Water HHTES
Sorbitol Solution AZHEY
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Syrup Al 9

SEEAGINO Alkyl (C12-15) Benzoate QF2 g4I (C12-15)

4 Almond 0Oil o E &
Corn Oil ST
Cottonseed Oil HA
Ethyl Oleate dqEZYolE
Isopropyl Myristate Hg AEAO| AR Y
Isopropyl Palmitate Zu|EAto| AX Y
Mineral Oil 35
Mineral QOil, Light R
Octyldodecanol LE Ty
Olive Oil S RERTH
Peanut Oil -
Safflower Oil T3
Sesame Oil =4
Soybean Oil TIN5

Y FEA Squalne 2G4

SOLID o

CARRIER Sugar Spheres 7 7F225] o

STERILE SOdILlH.l Chl(?rlde Injection, AR LA E R
Bacteriostatic

E Water for Injection, PEEPPN
Bacteriostatic

Viscosity-Increasing Acacia o} 7} A o}
(A3A) Agar o} 7}
Alamic Acid o4t
Alginic Acid 714k
o

Aluminum Monostearate

Attapulgite, Activated

Attapulgite, Colloidal
Activated

Aol =

Bentonite

HELUelE

Bentonite, Purified

AAME o £

Bentonite Magma

HE o] Ev}1n}

Carbomer 910 7+H™M910
Carbomer 934 7} R ™934
Carbomer 934P 7} R M 934p
Carbomer 940 7+H. 940
Carbomer 941 7tH 941
Carbomer 1342 7}H 1342
Carbomer Copolymer AR %%‘ﬁ )
Carbomer Homopolymer Tt 2 &y
Carbomer Interpolymer FtE I ZH
Carboxymethylcellulose TIE2EAHEAEZ Q.
Calcium Eatd e

Carboxymethylcellulose

e E A AE

to
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Sodium ZYEF
Carl?oxymethylcellulose SEEAl Y AR o
Sodium 12 .

AUEF12
Carrageenan 7he 7
Cellulose, Microcrystalline, N AHJAZZ Q)
and Carboxymethylcellulose TIE2EEAMEAERQ
Sodium ~UEF
Dextrin g 2E
Gelatin Aggl
Gellan Gum A4
Guar Gum TobA

SlolEE Al HAE R
Hydroxyethyl Cellulose

Q

S| EEA Z 2 I A E
Hydroxypropyl Cellulose 2o
Hydroxypropyl slolEFA|Z2dv

Methylcellulose

Hypromellose

Magnesium Aluminum Silicate

v )
Maltodextrin dEY~EY
Methylcellulose HEAESZ Qo
Pectin = ¥l

Polyethylene Oxide

Zojo| a8 Aol =

Polyvinyl Alcohol

Y esE

Povidone XH|=

) T2FAFeZol2 Y]
Propylene Glycol Alginate Yol &
Silicon Dioxide o] AkB}f A

Silicon Dioxide, Colloidal

S0l = g ol aht &

Sodium Alginate

I EF

Starch, Corn

O~ an

R R

Starch, Potato AR}
Starch, Tapioca E} 9] @ 7L
Starch, Wheat EIEGR
Tragacanth EgAMN
Xanthan Gum Ak

Water Repelling Agent Cyclomethicone Alo] E 2 v E] &

(H=A) Dimethicone oo E] &2
Simethicone A v E] 2

Wetting and/or Solubilizing Agent

Benzalkonium Chloride

o spal 23w

(FH&-8hAl)

Benzethonium Chloride

HSPA EE

Cetylpyridinium Chloride

dstAE v et w

Docusate Sodium

ETACIELH

Nonoxynol 9

=5 AEY

Octoxynol 9 SEAE9
Poloxamer ZFHA

Polyoxyl 35 Castor Oil Z 8% 359) npA}-H-
Polyoxyl 40 Hydrogenated 2222407 3}y vl =}
Castor Oil -

Polyoxyl 10 Oleyl Ether Z5410& YN
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=
Polyoxyl 20 Cetostearyl Z 22204 E2H o}
Ether ENEE

Z 2|2 2402H o} o]
Polyoxyl 40 Stearate =
Polysorbate 20 Z g A2 H|0]E2Q
Polysorbate 40 Z A 2H 9] E40
Polysorbate 60 Z A 2HO]EBO
Polysorbate 80 Z Y A EH 0] E80

Sodium Lauryl Sulfate

Sorbitan Monolaurate ;

Sorbitan Monooleate AEH|EE 2ol E
) ) 22 H| g = Fu] g o]

Sorbitan Monopalmitate =

Sorbitan Monostearate

Sorbitan Trioleate

Tyloxapol
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g
<

o -{E
n&

7. A7HA ERATA A (A A
AA Bt el AL

L=zl 4 (85F00000)
OPADRY 85F00000 WHITE

o] ¢ko FuEAZRT wAAEZ QA ASEE XXXXX drlFdo]=, AAAAA,
BBBBB, CCCCCE # 53 &&3te] Az}

1

[¢]

z A
SleEAzed WAAERZO A folAy 60.000 %
213}E] B Gof| 23] 20.000 %
XXXXX &ujgdola EF 24 4 314 10.000 %
AAAAA o] 1] 6.500 %
BBBBB A| o] 7] 2.500 %
CCCCC Ef 2 A 2 31 4] 1.000 %

20.00 ~ 30.00 %

E_
°of o 2g& w2 FE WHAR =ridd] gof FAE AHsAl & F 800T oM 2413t
E= @] | Wzhx Fdstal B v vl FAS ARSI dr A AClE £
A e @t vAl FAE AR ot At d.
A
o] oF 16g& 48g AAlFel Yil &dEol7t AAH RS AshA 203 wnkste] EAbels
Azgeh AxF FAENE 150m 2719 FFAF@ =k 1005 A4) & S3HA71aL &
o] &38| Fast=A &y flel TEF Fol GAFE AHI oju Ao el
Aot eupmEkel 7k glojok o

A%

9l AN E L AN 3gS 1127 125cme] WA o] F31 film applicator &2 3 9}
s olgate] #AsHA I 40750 T AXT|eNA o 2087 AXAA WE AEe] A
& & olofe REFoE VA T Wor whE IAFo Ay etow v & o
ol g Wk Apol= flojof It

A & AR 28] (30T ol B
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<HAB5YFE Et dA]>

4-3| EE A -2-H € -2H-1,2- M1 2 E] o} A -3-F} 2 E A A-XXXXX-AAAA

4-hydroxy—2-methyl-2H-1,2-benzothiazine—3-carboxylic
acid-XXXXX-AAAA

CraH MO0 Ses = 3xx.ax

o] ok A w] 4-3|=FA-2-vE-2H-1,2-HFE| o} -3~} 2 E 2 2F-XXXXX-AAAA
(C1xH1yN,04aShp @ 3xx.xx) 98.0 % ©]AS gHf-3hc},

gAY o] oF gl ¥FFES 7IA L AoAFFAadEdSAHY] BESILFAAHA w
g SAS u g g e e 45 eI

Az 1.0 % ©]3} (1.0 g, 60C, 4A17H)

SAFE o] °F 0.5 g& oEotrto]= 10 mLol U W 2 A o] B}

A= o] oF oF 0.25 g& AUSHA o} x4t 50 mLet F4EELE 5 mLe] &

ool Holal 0.1 mol/L Fgartoz HAIH(ALNA A, 22 PPz FAHS

sho] w4},

0.1 mol/L I¥ 24 1 mL = 3x.xx mg CixHiyN,0a.Sub
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100mLZ 3 v 0.45um WEHQJNIDEHZ of}ste] oS HoAo=z s},

3) 22 L AR G W EF 100E AT e 2A0E A AAARrE TS
ol weh AEstn del % mFlel BBBBel WAWH At % AsE Tath

o] ¢ FF cmn9 2y 2o 5ume AAI=ZwEL



2 J.JJ mL / min

<A AED>

[e)
# P

BBBB[CCCC(C20H1sCINOy) 1] %(mg)

B

K

z]r_

s

o},

ol

R

of wheh Al

H
H

=0

;Oﬂ

_69_



ZEH]| A E XX %

d)

(4}

=

A F5 AR E A

=ee #nE b WA A )

aL &

]_

ARG ~EAAH) B %
3

ZH|H] LA O]

o

R

)\01—

3

2.

=0

N

H

Al
7F Al

3.

= 7]

3]
=

E(5y, 1p,

=

50£1ColA
)

o3
T

FHAA ] A

ESEL

1 xx CT= 714, &3

o

pHE 2.0 o2 xA3

o2& 7

]
Sy

ek
=

Fef xx AIZE REGA

xx CollA yy
[e}

7}

o

=
=

=

ol
ol

1

9]

) &

C.G.Tase

2
L A2

Ho

z)

J=rlE 12}
)

Ea

4% 7
et R=Ae A =R AT

ool

_70_



<AH|o] &

e e

Ak 94

2]

it dA>

SE2 k=]

o
A ek
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KKKKK
AAAAA

BBBBBB

XXXXXX

9 7 #lo]A X(Chewing Gum Base X)

Az

1) 85~120C % odg )
2) KKKKK, AAAAA, BBBBB =22 F 34 A
3) Mgk, xxxXxXX,
4) 48 2 xAgste] AFsEd

# 5~10CE Y7t 4¥sta o|PA= &35 o

A A Ao aA Jolgl 2 Aol
=AY
1 "l 2 1 ppm ©]3}
2) = & % : 20 ppm ©|3}
3) o]/gtut ¢ glojof Sttt
4) o] & A : glojo} 3},
3 B XX.0% o]}
A E 20% st
a3 A YY.0~ ZZOT
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<3 <AV EFA>
: 26.00% 7}-241
: 23.00% - 75
: 16.00% 7F-161
: 13.00% - 33
© 11.00% 7}-JJJ
: 5.00% 7F-KK
: 4.00% 7F-AAA
: 1.50% 7}-BBB
© 0.50% 7F-xxx
100.00%
A GA, dAHEAS $Y5
) T AsHA &3Fste.
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<HFEA EH dA]>

93¥ ()

LA HACETE A AT Ao Exale] Axd F RA o] DAt

SEAY ganweld wingel ¢EAY T AL4B ATl gl A9 o A3,

AFANY FAZE 30°, AAae] Aol 30 em, ol 15 cm, % 10 cm o A@71E ALS
shel AR Slo] AS AHWL 92 Fal ¥ AAEe] A9 10 em, S 15 cm

of Fol® B F HTEe Shol weh 4wl AN Bl 23 u AFwelA 4
Aeh H7EE 4 B olgololol Bk AWLE 25 + 2T oA Ashw HTLe WAew

T 2 7 (mm) A ZF (g
1 3.2 0.13
2 4.8 0.45
3 6.3 1.0
4 7.9 2.0
5 9.5 3.5
6 11.1 5.6
7 12.7 8.3
8 14.3 11.9
9 15.9 16.3

A7 287
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