Standard Manufacturing Criteria for Drugs Standard Manufacturing
Practices of Pharmaceuticals
[Enforcement 2019. 12. 11.] [Notification of the Ministry of Food and Drug Safety
no.2019-122, partially amended on 11 Dec, 2019
Ministry of Food and Drug Safety(Drug Policy Department), 043-719-2635

Article 1(Purpose) This regulation aims at enhancing efficiency of approval and notification
management according to the Article 31, 42, and Article 52(1) of「Pharmaceutical Affairs
Act」 and the Article 5 and 12 of 「Regulation on Safety of pharmaceuticals」 by
standardizing type, specifications and strength of ingredients and prescription of each
ingredient used in drugs.
Article 2(Definition) The definitions of the terms used in this criteria are as follows.
1. "Active drug substance” means active main substance and active adjunctive substance
which are expected to produce efficacy·effectiveness of preparations through medical
actions of direct and indirect substances themselves.
2.

“Active

main

substance”

means

the

active

substances

which

directly

affect

efficacy·effectiveness of preparations as they are contained by more than certain
amount, and they claim to produce expected efficacy·effectiveness.
3. “Active accessory substance” means active substances used adjunctively for active
main substances to produce effects even though they do not directly affect
efficacy·effectiveness of preparations, and they cannot claim to produce expected
efficacy·effectiveness of preparations of the substance.
Article 3(Standard Manufacturing Criteria for Drugs) The standard manufacturing criteria of
drugs is seen in Annex 1.
Article 4 Deleted <27 Mar, 2015>
Article 4-2(Recognition of in-house specification among specification of mixed ingredient)
Despite the Article 3, in-house specification of active substances of items declared as
active substances of the each sub paragraph below shall be recognized as specification of
active substances according to Annex 1 respectively.
1.Lactomin (Enterococcus Faeaalis, Enterococcus Faecium, Lactobacillus acidophilus,
live bacteria fungus body of Lactobacillus bulgaricus)

2. Lactobacilus Bifidobacteria
3. Lactobacillus Sporogenes
4. Lactobacillus Acidophilus
5. Bacillus Mesentericus toa

6. Bacillus Subtilis
7. Bacillus Polyfermenticus n.sp
8. Saccharomyces Bboulardii
9. Enterococcus Faecium Strain Cernelle 68
10. Enterococcus Faecalis BIO-4R
11. Enterococcus Faecalis F-100
12. Enterococcus Faecalis T-110
13. Enterococcus Faecalis
14. Clostridium butyricum
15. Clostridium Butyricum Miyairi II 588
16. Clostridium Butyricum Toa
17. Bismuth Subsalicylate
18. Retinyl Palmitate
19. Acetaminophen
20. Ascorbic acid
21. Aldioxa
22. Ergocalciferol
23. Cholecalciferol
24. Pancreatin
25. Phytonadione
Article 5(Reexamination of regulation) According to the Article 8 of 「Framework Act on
Administrative Regulations」and 「Regulation on Assignment and Management of
Instruction Order·Established rule」(Presidential directive no.248), at every 3 years with
the basic date of January 1, 2014, (until December 31 of every 3 year), the validity
shall be examined for measures such as improvement.
ADDENDUM <no. 2018-114, 2018. 12. 28.>
Article 1(Enforcement date) This notification shall be enforced from the date of the
notification.
Article 2(Interim measure regarding declaration of drug item) ① In the case in which the
drug manufacturing and sale(import) item declaration(including change declaration) is
submitted according to the existing regulation at the time of the enforcement of this
notification, despite the revised regulation of Annex 1, the existing regulation shall be
applied.
② Those who conduct the drug manufacturing and sale(import) item declaration(including
change declaration) according to the existing regulation at the time of the enforcement of

this notification, within 3 months from the enforcement date of this notification shall
make it suitable for the revised regulation of Annex 1.

Annex 1.

Standard Manufacturing Practices of Pharmaceuticals (Regarding the Article 3)
Chapter 1 Standard Manufacturing Practices
for vitamin, minerals and etc.
1. Scope
This criteria is applied to oral solids multiple preparation containing more than 1
kind of vitamin for the symptoms and spread for which the efficacy vitamins and
minerals is expected through the supply of vitamins and minerals.

2. Criteria
Standard Manufacturing Practices of vitamins and minerals are as follows.

ㆍstandards and compound limit

1) Compound ingredient type

(1) The kinds of the ingredients which are possible for compounding are what is
written in [Table 1], [Table 2], [Table 3] and [Table 4], and the size is what is
written

in

official

compendium according to

「Korean

Pharmacopoeia

」,

「Korean Pharmacopoeia and oriental medicine (herb medicine) standards」 and
「Regulation on Pharmaceutical Approval, Notification and Review」 Attachment
1-2 notified by the Minister of Food and Drug Safety, and formulary, and
ginseng according to the regulations of the Article 2 of ginseng industrial
law. For additives, standardized products of food code and food additive code.
For other details,

」

「Regulation

on Pharmaceutical Approval, Notification and

Review (Ministry of Food and Drug Safety notification) are applied.
(2) In the case in which additives such as excipient and stabilizer are mixed for
improving the preparation and stability of products as the ingredient possible to
be compounded, and the case in which vitamin

ㆍminerals

and excipient are

mixed after process for fluid extract and dry extract of herb medicine,
permitted(declared) attached size can be used. However, in this case, if there is
no permitted(declared) of attached size or the size is different, criteria and test
method deliberation should be conducted according to the Article 10 of

「Regulation of safety of pharmaceuticals」.

(3) The total amount of compound ingredient of each Paragraph in [Table 1], [Table
2], [Table 3] and [Table 4] should not exceed the maximum amount determined
in each ingredient for one day.

example) retinolacetate amount + retinyl palmitate amount

≦ 10,000 IU(Vit

A one-day

maximum dosage )
(4) In the preparations taken by children under 8 in full age, chlorine, chrome,
manganese, molybdenum, potassium, sodium, and sulfur should not be contained.
2) Dosage Form
As for dosage form, there are powder(including microgranules), granule, capsule,
tablets(including effervescent tablet, chewable tablet), pills, troche, syrup and oral
solution.
However, as for troche, chewable tablet of diameter of more than 1.5 cm, shapes
other than round shape(donut shape) with holes are not recognized.
3) Directions

ㆍDose

(1) Regarding usage, taking 3 times per day is in principle. Time and number of
taking medicines are specifically written(when there is a need to divide the time
for taking medicines along with before meals, after meals, and meals, this needs
to be specified.).
(2) One-day maximum dosage and minimum dosage for children under 8 in full age
are the sum of the amount in [Table 1], [Table 3] and [Table 4] multiplied by
<Age Classification Coefficient> of [Table 5]. And age classification of one-day
maximum dosage of minerals for children under 12 in full age follows the
<minerals> of [Table 5].
example) in the case of chewable tablet for children more than 24 months in full
and

under

8

in

full

age,

maximum

dosage(500

IU)

=

calciferol(1,000

IU)×chewable tablet(1/2)
(3) For chewable tablet, "Take this medicine by melting or chewing it in the mouth"
is additionally written.
(4) For effervescent tablet, "Take this medicine necessarily by melting it in water" is
additionally written.
4) Efficacy

ㆍ Effectiveness

Writing is made as seen below.

○ vitamin X(X : A, D, E, B , B , B , C) provision of the following cases
1

2

6

- physical fatigue(when vitamin B1, B2, C are contained)

ㆍ

- pregnancy breastfeeding(when vitamin D, B1, B2, B6, C are contained)

ㆍ

- physical strength deteriorationwhile having disease after diseases(while suffering from

diseaseso after recovery) (when vitamin A, B1, B2, B6, C are contained)
- development period(when vitamin D are contained)
- old age(when liver oil, vitamin D, E are contained)

ㆍ

- Efficacy Effectiveness of vitamin and etc. contained in this drug are as follows.
(Criteria for one-day supply amount)

ㆍvitaminA(raw ingredient drug and its dose’s “Main ingredient name”) (writing in the
case of more than 2,000 IU)

ㆍ

(writing efficacy effectiveness of [Table 6])

ㆍvitaminD(raw ingredient drug and its dose’s “Main ingredient name”) (writing in the
case of more than 200 IU)

ㆍvitaminE(raw ingredient drug and its dose’s “Main ingredient name”) (writing in the
case of more than 100 IU)

ㆍvitaminB (raw ingredient drug and its dose’s “Main ingredient name”) (writing in the
1

case of more than 25 mg)

ㆍvitaminB (rraw ingredient drug and its dose’s “Main ingredient name”) (writing in the
2

case of more than 12 mg)

ㆍvitaminB (raw ingredient drug and its dose’s “Main ingredient name”) (writing in the
6

case of more than 50 mg)

ㆍvitaminC(raw ingredient drug and its dose’s “Main ingredient name”) (writing in the
case of more than 500 mg)

○ invigorating vital energy(writing in the case of 0.6g of

original herb medicine more

than 0.3 g of Paragraph I of [Table 4] )

○ calcium deficiency and other calcium supply(writing in the case of more than

300 mg

as calcium)

○ prevention and treatment of iron deficiency anemia(writing in the case of more than 18
mg as iron)

○ zinc supply(writing in the case of more than 15 mg asnzinc)
○ phosphorous supply(writing in the case of more than 700 mg as phosphorous)
○ muscle convulsion from magnesium deficiency (more than 280 mg as magnesium)
5) Storage method and Expiration date
Regarding storage method, the stability of the product is guaranteed. In the case of
solid preparations, an airtight container is used, and in the case of liquid
preparations, a hermetic container is used in principle. The expiration date is 3
years or less, and

」

「Regulation

on Pharmaceutical Approval, Notification and

Review (Ministry of Food and Drug Safety notification) regulations are applied.

3. Instructions for use
Instructions for use for vitamin and minerals are as follows.
1) Warning
(1) In the case of administering vitamin A(retinol) of more than 5,000 IU per day to
pregnant women, as there is a risk of causing congenital malformation, for
women pregnant for 3 months or less, or women who have a possibility of
pregnancy, do not administer vitamin A of more than 5,000 IU/day.(vitamin A
deficiency disease patient is excluded)(Preparation containing vitamin A).
(2) Preparation containing iron can cause toxic death when taken excessively by
children aged 6 or less accidentally, therefore, keep out of the reach of
children.(Preparation containing iron).
2) Those of the following cases are advised not to take this drug.
(1) Hypercalciumia(hypercalciumia : condition in which calcium exists excessively in
blood )patient, sarcoidosis(sarcoidosis : inflammation disease whose cause is
unknowable), kidney disease patient(Preparation containing vitamin D or calcium )
(2) Patients who are hypersensitive to this drug and the ingredients contained in this drug
(3) Infant under 3 months in full (Preparation not containing minerals)
(4) Infant under 12 months in full (Preparation containing minerals)
(5) Hyperkalaemia patient(Preparation containing potassium)
(6) Wilson disease(Preparation containing copper)
(7) Hematochromatosis (disease which occurs in the way that because of iron
metabolism disorder, iron is piled up in liver and pancreas), hemosiderosis,
non-iron deficiency anemia(Preparation containing iron)
(8) Kidney stone patient(Preparation containing calcium or vitamin D)
(9) Renal failure patient with severe symptoms(Preparation containing calcium or
magnesium )
3) Do not take the following drugs while taking this drug.
(1)Phosphate, calcium inflammation, oral tetracycline preparation, antacid(Preparation
containing minerals)
(2)Levodopa(Preparation containing pyridoxine)
4) Those of the following cases are advised to consult with a doctor, dentist and
pharmacist before taking this drug.

(1) Infant under 1 in full age (When there is a usage for children)
(2) Patients who are receiving treatment from a doctor
(3)

Children

who

are

exposed

a

lot

to

sunlight

and

who

have

normal

meals(Preparation containing vitamin D or preparation containing calcium)(when
their is the usage for children)
(4) Hyperoxaluria patient(hyperoxaluria : during urination, excessive oxalate is
excreted.)(Preparation containing vitamin C )
(5) Pregnant women and women with the possibility of pregnancy, lactating women,
premature baby, infant (Preparation containing vitamin A, C, D, E, nicotinic

①

acid, aspartic acid, iodine)
As there is an epidemiological survey in foreign countries suggesting that
children born to women who took more than vitamin A of more than 10,000
IU/day from 3 months before pregnancy to the first 3 months of pregnancy
are presumed to have the increase in malformation in head neural crest and
etc., this drug is not administered to women pregnant for 3 months or less, or
women who have a possibility of pregnancy except for the case in which it is
used for vitamin A deficiency disease treatment. In addition, when this drug is
used for vitamin A supply, intake amount from food and etc. should be
cautioned. And vitamin A from this drug should be under 5,000 IU/day with

②
③

proper cautions. (Preparation containing vitamin A).
Vitamin D can cause hypercalcemia to a newborn baby as it is supplied
through breast milk(Preparation containing vitamin D).
As there are reports that there are histopathologic changes in hypothalamus
nuclei arcuati when aspartic acid of more than 250 mg/kg is administered to
mouse and rat born within 3 weeks, it is desirable not to administer this
drug to premature baby, newborn baby, and infant(Preparation containing

④

aspartic acid).
This drug can cause thyrosis and goiter in fetus and infant when it is taken
excessively

by

pregnant

women

and

breastfeeding

women.

(Preparation

containing iodine).
(6) Patient with peptic ulcer, chronic ulcer colitis, circumscribed colitis and etc.
(Preparation containing iron or selenium)
(7) Patients with heart-lung machine disease (Preparation containing minerals)
(8) Kidney disorder patient(Preparation containing minerals)
(9) Hypoproteinemia

patient(Preparation containing minerals)

(10) Patient to who cardiac glycoside is being administered (Preparation containing
calcium)

(11)

Gall

related

disease,

liver

disease

patient(Preparation

containing

copper,

manganese)
(12)

Gall

closure,

copper

deficiency

disease

patient(Preparation

containing

molybdenum)
(13) Acute, chronic bronchial tube infection, lung edemapatient(Preparation containing
iodine)
(14) Alkalosis , peptic ulcer patient(Preparation containing potassium)
(15) Diabetes patient(Preparation containing chrome)
(16) Patients with gout or kidney stone (Preparation containing vitamin C)
(17) Patient with kidney stone medical history (Preparation containing vitamin D)
(18) Pregnant woman(Preparation containing magnesium)
5) In the following cases, immediately stop taking this drug, and consult with doctor,
dentist and pharmacist. Bring this attached document at consulting.
(1)

When

there

are

following

symptoms

from

the

administration

of

this

pharmarcuetical (write abnormal reaction of each of the following Item by
compound ingredient)

①

Preparation containing vitamin A : nausea, vomit, itchiness, dry and rough skin,
painful arthredema

② Preparation containing vitamin D : nausea, vomit, diarrhea
③ Preparation containing vitamin E : displeasure in stomach,

diarrhea, constipation,

rash, flare

④ Preparation containing vitamin C : nausea, vomit, diarrhea
⑤ Preparation containing vitamin B : nausea, vomit, loose feces
ⓐ Diarrhea(Preparation containing vitaminB except for
1

I

thiaminesaline

and

thiaminedisulfide and its salts )

ⓑ Stomatitis (stomatitis)(Preparation containing fursulthiamine)
⑥ Preparation containing vitamin B (riboflavinbutyrate) : nausea,
2

⑦

loss of appetite,

abdominal distension
Preparation containing vitamin B6(pyridoxalphosphatehydrate)

⑧

appetite, abdominal distension

⑨

irregular heartbeat, nausea, vomit, skin rash

: nausea, loss of

Preparation containing calcium : constipation, low blood pressure, hot flush,

ㆍ

Preparation containing iron : rash, itchiness, photosensitivity, abdominal gastralgia
symptom, convulsion, vomit, diarrhea, fever, coma

⑩ Preparation containing copper : diarrhea, epigastralgia, coma

⑪
⑫

Preparation containing iodine : allergic reaction, blood vessel edema, arthralgia,
eosinophilosis, iodine toxic symptom and etc.
Preparation containing magnesium : strawberry mark, diarrhea, asystole(cardiac
arrest), central nervous system malfunction

⑬ Preparation containing molybdenum : hyperuricacidemia
⑭ Preparation containing potassium : hyperkalaemia, diarrhea,
⑮
⑯

nausea, abdominal gas,

stomach pain

ㆍ

Preparation containing selenium : dermatitis, bad smell of sweat breathing, hair
loss, quick temper, vomit
Preparation containing zinc : gastrointestinal disorder, indigestion, epigastralgia,
nausea, low blood pressure, lung edema, vomit

⑰ Preparation containing sodium : dizziness, oncotic (swelling) in faceㆍleg
(2) Because of the administration of this drug, menstruation can start earlier than
expected

or

the

amount

can

increase

gradually,

and

bleeding

can

last

long(Preparation containing vitamin E).
(3) When women taking oral epigrams including estrogen or patient with thrombotic
disposition take vitamin E, they can be at the risk of thrombosis. (Preparation
containing vitamin E).
(4) Administration of excessive dose for a long time can cause tolerance. (Preparation
containing vitamin C).
(5) When pyridoxine is taken for a long time at 500 mg ~ 2 g per day,

sensory

nerve disease or nervous disease symptom (neuropathy : peripheral nervous
system의 functional disorder or pathological change) can occur(Preparation
containing vitamin B6).
(6) When vitamin B12 of more than 10 μg per day is administered to the patient with
insufficient patients, hematological abnormal reaction can occur. (Preparation
containing vitamin B12).
(7) High-dose administration can accelerate peptic ulcer, and can cause glucose
tolerance damage, glucose tolerance impairment(disorder of ability to metabolize
body glucose), hyperuricacidemia( excessive uric acid in blood), and injury of
liver. (Preparation containing nicotinic acid amid or nicotinic acid).
(8) Megadose can cause stomach symptoms such as nausea and vomit, and
symptoms

such

as

high

sodium

blood,

congestive

heart

failure,

edema(swelling)(Preparation containing minerals).
(9) Due to long-term administration, hypercalcemia and lithiasis can appear. (Preparation
containing calcium).
(10) High-dose of vitamin A for a long time (what is converted from beta-carotene is
excluded) can cause the risk of osteoporosis for women who passed the period
of menopause(Preparation containing vitamin A).
(11)

When

administered

with

aldosterone

antagonists

and

triamterene

and

hyperkalaemia can be caused, therefore, precaution is required.(Preparation
containing minerals).
(12) Accidental overdose
(13) No improvement in symptoms even after dosage for about 1 month
6) Other precautions for taking this drug

ㆍ

(1) Follow the determined directions dose
(2) Administer this drug to children under the direction and supervision by a
guardian when this drug is administered to children(in the case in which there is
usage for children). (When there is a usage for children).
(3) When taking this drug, consult with doctor, herb doctor, pharmacist, herbalist
(Preparation containing herb medicines).
(4) Use this drug only for oral administration, and do not use for injection. (ampoule
package liquid).
(5) As vitamin A contained in this drug is sufficiently supplied in normal meals, the
dosage of supplementary treatment is advised not to exceed 5,000 IU per day.
(Preparation containing vitamin A).
(6) When the preparation containing one-day maximum dosage of 40 mg as
glycyrrhizinate is taken for a long time(continuously), stomach aldosterone such
as hyperaldosteronism, elevation of blood pressure, edema(swelling), sodium
small amount’s undercurrent(pooling), weight gain and etc. can occur, caution is
required.(Preparation containing licorice).
(7) In various urinalysis, the detection of blood sugar can be undermined.
(Preparation containing vitamin C).
(8) It can change the color of urine into yellow, and affect clinical test
value(Preparation containing vitamin B2).
(9) Avoid teas containing tannin such as green tea and black tea while taking this
drug, and before and after taking this drug. (Preparation containing minerals).
7) Precautions for storage

(1) Keep out of the reach of children.
(2) Keep out of direct sunlight and store in a moistless and cool (airtight) container.
(Write the details in the brackets when necessary).
(3) Do not put this drug in another container in order to prevent misuse and to
preserve the quality(when there is no possibility of misuse as the indications are
well made, there is no need for writing the precautions.)
[Table 1]
Paragraph

Ⅰ
(vitamin

Ingredient name

one-day
maximum
dosage
(mg)

Retinol acetate(as vitamin A)
1

retinyl palmitate(as vitamin A)

500(IU)

vitamin A oil(as vitamin A)

10,000(IU)

liver oil(as vitamin A)

A)

Ⅱ

one-day
minimum
dosage
(mg)

2 beta-carotene

15

calciferol(as vitamin D)

(vitamin D) cholecalciferol(as vitamin D)dhr
tocopherolacetate(as vitamin E)

50(IU)

1,000(IU)

10(IU)

1,000(IU)

1

100

1

100

d-α-tocopherolacetate(as vitamin E)

Ⅲ
(vitamin E)

tocopherolsuccinate(as vitamin E)
tocopherolsuccinatecalcium(as vitamin E)
d-α-tocopherolsuccinate(as vitamin E)
tocopherol(as vitamin E)
d-α-tocopherol(as vitamin E)
thiaminehydrochloride
thiaminenitrate

Ⅳ
(vitamin
B1)

thiaminedisulfide(thiaminedisulfide)
octothiaminebisbenthiamine(as thiaminehydrochloride)
fursulthiamine
fursulthiaminehydrochloride(as fursulthiamine)
fursulthiamine
benfothiamine(as thiaminehydrochloride)

Ⅴ
(vitamin
B2)

thiaminedicetylsulphatehydrate
riboflavin
riboflavinphosphatesodium(as riboflavin)
flavin

adenine

dinucleotidesodium(as

flavin

adenine

dinucleotide)
riboflavinbutyrate(pyridoxalriboflavin)
Paragraph Ingredient name

Ⅵ
(vitamin
B6)

Ⅶ

(vitamin
B12)

Ⅷ
(vitamin C)

Ⅸ

pyridoxinehydrochloride
pyridoxalphosphatehydrate

100

one-day
one-day
minimum maximum
dosage
dosage
(mg)
(mg)
1

250

1(μg)

1,000(μg)

50

1,500

cyanocobalamin
hydroxocobalamin
hydroxocobalaminhydrochloride(as hydroxocobalamin)
hydroxocobalaminacetate(as hydroxocobalamin)
ascorbic acid
ascorbic acidsodium(as ascorbic acid)
ascorbic acidcalciumhydrate(as ascorbic acid)
pantothenic acidsodium

5

pantothenic acidcalcium

5

dexpanthenol

5

panthenol

Ⅹ

nicotinic acid

Ⅺ

d-biotin

Ⅻ

phytonadione(as vitamin K)

nicotinic acidamid

(vitamin K) menadione(as vitamin K)

ⅩⅢ

2

folic acid

500

10
10

500

10(μg)

500(μg)

55(μg)

100(μg)

10(μg)

500(μg)

[Table 2]
one-day maximum
Classification

Ⅰ
Ⅱ
Ⅲ
Ⅴ
Ⅵ
Ⅶ
Ⅷ
Ⅸ
Ⅹ
Ⅺ
Ⅻ
ⅩⅢ
ⅩⅣ
ⅩⅤ
ⅩⅥ

calcium
chlorine
copper
iodine
iron
magnesium
manganese
molybdenum
phosphorus
potassium
selenium
sodium
sulfur
zinc
chrome

Ingredient name
as
as
as
as
as
as
as
as
as
as
as
as
as
as
as

calcium
chlorine
copper
iodine
iron
magnesium
manganese
molybdenum
phosphorus
potassium
selenium
sodium
sulfur
zinc
chrome

dosage
(mg)
1,500
1,000
5
0.5
35
500
10
50(μg)
1,000
780
200(μg)
100
30
50
50(μg)

[Table 3]
Paragraph

Ingredient name

one-day maximum
dosage(mg)

Ⅰ
Ⅱ
Ⅲ
Ⅳ
Ⅴ
Ⅵ

inositol

150

inositolnicotinate

400

choline tartrate
metionine(L, DL)
ursodeoxycholic acid
orotic acidhydrate

150
150
30
200

Ⅶ
Ⅷ
Ⅸ
Ⅹ
Ⅺ
Ⅻ

glucuronorakton

1,000

glucuronic acid amide

1,000

L-cysteine
L-cysteinehydrochloridehydrate

condroitin sulfatesodium
betaine and its salts
γ-orizanol
unidecarenone(coenzyme Q10)
aspartic acidmagnesiumhydrate

120

600
20
10
10
100

[Table 4]
one-day maximum dosage (g)
Paragraph

Ingredient name

original herb
medicineconversion

Ⅰ
Ⅱ
Ⅲ
Ⅳ

Ⅴ

ginseng

amount(extract)
3

red ginseng

3

tiny-sized ginseng

3

Royal jelly

0.2

-

milk vetch root

0.9

0.3

atactylodis rhizoma white

0.6

0.24

licorice

0.3

0.1

polygonatum

0.9

0.28

Desert Cistanche

0.6

0.24

Short-horned Epimedium

0.6

0.24

dried orange peel

0..6

0.36

omija

0.15

0.11

betony

0.8

0.3

cnidium

0.1

0.07

poncirus

0.6

0.24

dong quai

0.9

0.28

lycium

0.6

0.24

Cynanchum wilfordii

0.9

0.28

peony

0.9

0.28

cinnamon

0.3

0.06

platycodon

0.3

0.1

garlic

2

-

→1)

garlic extract(100

Ⅵ

powder

1.5

0.2

coix

10

deer antlers

1.8

antlers

3.75

3

[Table 5]
<Age Classification Coefficient>
Coefficient

Age Classification

ㆍ

ㆍ

Chewable tablet

Tablet Capsule Pill

1

1(1)

8 age or more in full

etc.
1

(1)

24 months or more in full
~ under

1/2

1/2 (2/3)

8 age
12 months or more in full
-

~
under 24 months in full
3 months or more in full ~

1/4 (1/2)

1/6 (1/2)

under 12 months

*Coefficient in ( ) is applied to preparations containing vitamin A and/or vitamin D.
<minerals>
A

g

(unit : mg)
e

Classification
ingredient
calcium, iron,

6 or more in full~
under 12 in full

36 months or more in

12 months or more in

full ~

full ~

under 6 in full

under 36 months

same as the dosage for adults

phosphorous
copper

2.5

1.25

0.65

iodine

0.4

0.2

0.1

magnesium

250

125

80

selenium

0.15

0.075

0.05

zinc
25
10
5
* Tablets(chewable tablet, effervescent tablet are excluded), capsule, pills are recognized for
children aged 8 or more in full, chewable tablet is recognized for children aged 36 months
or more in full.

[Table 6]
Preparation
Preparation
containing vitamin A
Preparation
containing vitamin D
Preparation
containing vitamin E

Preparation
containing vitamin B1
Preparation
containing vitamin B2
Preparation

Efficacy and effectiveness

ㆍrelief of eye dryness
ㆍnyctalopia(difficulty in seeing at night)
ㆍunderdevelopment of bone and teeth
ㆍprevention of rickets
ㆍRelief of the following symptoms from peripheral blood circulation
disorder and climacterium: pain in shoulderㆍneck, numbness in hands and
feetㆍcold hands and feet
ㆍRelief of the following symptoms : neuralgia, muscle pain,
arthralgia(backache, shoulder discomfort and etc.)

ㆍberiberi ㆍeye fatigue

ㆍRelief of the following symptoms : angular stomatitis, chelititis, stomatitis
(stomatitis), glossitis, eczema, dermatitis

containing vitamin B6
Preparation
containing vitamin C

ㆍrelief of pigmentation(stain, freckle) from sunlightㆍskin disease
ㆍulorrhagiaㆍnosebleed prevention

Chapter 2 Antipyretic analgesic Standard Manufacturing Practices
1. Scope

Antipyretic analgesic’s scope excludes the preparations made only with herb

medicine as oral solids multiple preparation used for the purpose of pain killing or
removal of fever.
2. Criteria

Antipyretic analgesic standards are as follows. What is not proper for this

ㆍ

criteria is individually deliberated according to the data of safety effectiveness and
compounding reason.
(1) Active drug substance kind
1) The kind of active drug substance that can be compounded are the ingredients in
<Table 1>, and its size is what is written in

「Korean Pharmacopoeia」, official

compendium and formulary recognized by the Minister of Food and Drug Safety
and notification of standard and test method by the Minister of Food and Drug
Safety. However, in the case of the vitamin size, what is used for domestic
medicines in separate sizes can be recognized.
2) Active drug substances that cannot be compounded are more than 1 kind of the
substances of Paragraph

Ⅰand Ⅱ of <Table 1>.

3) In <Table 1>, active drug substances in Paragraph

Ⅰ can be compounded by up

to 3 kinds.
4) In the case of compounding active drug substances of Paragraph
only 1 kind of active drug substance Paragraph
5) Ibuprofen of Paragraph

Ⅲ of <Table 1>,

Ⅲ is compounded.

Ⅱ of <Table 1> is not compounded with the substances of

Paragraph I.
(2) Active drug substance amount
1) Each active drug substance’s one time and one-day maximum dosage is the
amount in <Table 1>.
2) The lowest limit of one dosage when 1 kind of active drug substance of
<Table 1> is 1/2 of one maximum dosage.
3) The lowest limit of one dosage when more than 2 kinds of active drug substance
of Paragraph
Paragraph

Ⅰ

of <Table 1> or one dosage of active drug substance of

Ⅲ is 1/5 of one maximum dosage.

4) The lowest limit of one dosage of active drug substance of Paragraph V of <Table
1> is 1/15 of one-day maximum dosage.
5) When more than 2 kinds of active drug substance of Paragraph

Ⅰ of <Table 1>,

the sum of the values made when the compounded amount of each substance is
divided by one maximum dosage should be more than 1/2 and should not exceed
3/2.
6) The lowest limit of one dosage when of one day of active drug substance of
Column

Ⅰ of <Table 2>

is 1/10 of one-day maximum dosage의 1/10.

(3) Dosage form
Dosage form includes tablets(chewable tablet, effervescent tablet are included),
capsules, pills, granule and powder(microgranules is included).
However, as for chewable tablet of diameter of more than 1.5 cm, shapes other than
round shape(donut shape) with holes are not recognized.
(4) Directions

ㆍdose

1) Usage is as follows.

① When taking the drug once a day.
it is taken up to 1 per day, and it is taken not in empty stomach

② When taking the drug twice a day.

it is taken up to twice per day, and it is taken not in empty stomach
the interval should be more than 6 hours.

③ When taking the drug 3 times a day.

it is taken up to 3 times per day, and it is taken not in empty stomach
the interval should be more than 4 hours.
2) The usage for a baby under 3 months is not recognized.
3) As for capsules, tablets(chewable tablet and effervescent tablet are excluded), taking
by infants under 7 in full age is not recognized. In addition, as for chewable
tablet, the usage for a baby under 3 months is not recognized in principle.
4) Regarding children under 15 in full age, active drug substance’s one maximum
dosage and one-day maximum dosage is the sum of active drug substance’s one
maximum dosage and one-day maximum dosage of <Table 1> multiplied by the
value of the coefficient of <Table 3> corresponding to the age classification.
5) For a baby aged 3 months in full and under 1 in full age, the medicine should be
administered after the consultation with a doctor or a pharmacist.
6) As for the preparations containing aspirin, aspirinaluminium or salicylic acidsodium the
usage for children under 15 in full age is not recognized.
7) In the case of chewable tablet, as for the method of taking the medicine, ‘Take
the medicine by melting or chewing it in the month’ is written.

ㆍEffectiveness

(5) Efficacy

ㆍ

Efficacy effectiveness is within the following scope.
1) Headache, toothache, pain after extracting teeth, sore throat, pain in the ears,
arthralgia, neuralgia, backache, muscle pain, shoulder discomfort, bruise pain,
fracture pain, sprain, cramps, injury’s pain killing
2) Removal of fever at the time of chill and fever
(6) Storage method and Expiration date
1) Regarding storage method, the stability of the product is guaranteed. In the case of
solid preparations, an airtight container is used, and in the case of liquid
preparations, a hermetic container is used in principle. The expiration date is 3
years or less, and

「Regulation

」

on drug Approval, Notification and Review

(Ministry of Food and Drug Safety notification) regulations are applied.
3. Instructions for use
Instructions for use of antipyretic analgesic are as follows.
(1) Warning
1) When a person who drinks more than three glasses of liquor every day take this
medicine or other antipyretic analgesic, the person should consult with a doctor
or a pharmacist. If this person takes this medicine, injury of liver can be
caused. Preparation containing acetaminophen)
2) When a person who drinks more than three glasses of liquor every day take this
medicine or other antipyretic analgesic, the person should consult with a doctor
or a pharmacist. If this person takes this medicine, gastrointestinal hemorrhage
can

be

caused.

Preparation

containing acetaminophen(Preparation

containing

salicylic acidsodium, aspirin, aspirinaluminium, ibuprofen).
3) When a person who drinks more than three glasses of liquor every day take this
medicine or other antipyretic analgesic, the person should consult with a doctor
or a pharmacist. If this person takes this medicine, injury of liver and
gastrointestinal hemorrhage can be caused. Preparation containing acetaminophen)
(acetaminophen and composite preparation of the following ingredients: salicylic
acidsodium, aspirin, aspirinaluminium)
4) Among the patients who took acetaminophen, very rarely, acute whole body skin
reactions such as acute whole body rash fester)(AGEP), Stevense

–

Johnsn

syndome(SJS), toxic epidemral necrolysis(TEN) were reported, and sch reactions can
be lethal. Therefore, the symptoms of these significant skin reactions should be
informed fully to patients, and if there are skin rash or other hypersensitive reaction
symptoms after the administration, taking of this medicine should be immediately

stopped.(Preparation containing acetaminophen)
5) This drug contains acetaminophen. If the one-day maximum dosage of acetaminophen
exceeds 4,000mg, injury of liver can be caused. Therefore, this drug should not
be taken over the one-day maximum dosage of 4000mg, and should not be
taken with other products containing acetaminophen. (Preparation containing
acetaminophen)
(2) Those of the following cases are advised not to take this drug.
1) Those who are hypersensitive to the ingredients of this drug or those who have
medical history
2) Those who had asthma after taking this drug and its ingredients, other antipyretic
analgesic, cold medicine
3) Baby under 3 months in full
4) Children under 15 in full age(Preparation containing aspirin, aspirinaluminium,
salicylic acidsodium)
(3) Do not take the following drugs while taking this drug.
Other antipyretic analgesic, cold medicine, tranquilizer
(4) <Deleted>
(5) Those of the following cases are advised to consult with a doctor, dentist and
pharmacist before taking this drug.
1) A baby or children under 15 in full age who are infected with or suspicious of
being infected with chickenpox or influenza(change of behaviors involving nausea
or vomit can be early symptoms of Leigh syndrome, a serious disease, therefore
such people are advised to consult with a doctor.)
2) As for a baby aged more than 3 months in full and under 1 in full age,
treatment by a doctor is prioritized, and it is desirable to make them not to take
the medicine except for inevitable cases.
3) Those who themselves and who have their parents, or their siblings with the
constitution prone to rash, contact dermatitis, bronchial tube asthma, allergic
rhinitis, migraine, allergy to food
4) Those who have ever had allergic symptoms(example : fever, rash, arthralgia,
asthma, itchiness and etc) because of medicines.
5) Those who have liver disease, kidney disease, heart disease1)2), thyroid disease,
diabetes, high blood pressure, edema2) and etc., weakling or those with high fever
1)

Preparation aspirin, aspirinaluminium, acetaminophen , ethenzamid, salicylic acidsodium

2)

Preparation containing licorice

6) Senior citizen
7) Pregnant woman or women with a possibility of being pregnant, lactating women
8) Those who are receiving treatment by a doctor or dentist(those who are
administered with other medicines such as diabetes medicine, gout medicine,
arthritis medicine, anticoagulant, steroid and etc.)
9) Those who have consistent or recurrent stomach problems such as heartburn,
displeasure in stomach, gastralgia, or those who have ulcer, and bleeding problem.
10) Those who have sodium limit diet(salicylic acidsodium(Preparation containing
sodium of more than 5mEq ))
11) Those who lost lots of water because of vomit and diarrhea or those who do
not absorb water, or those who take diuretic(Preparation containing aspirin,
aspirinaluminium, ethenzamid, salicylic acidsodium, ibuprofen )
12) Those who are within 7 days after amygdalectomy, oral cavity operation (limited
to chewable tablet)
(6) In the following cases, immediately stop taking this drug, and consult with doctor,
dentist and pharmacist. Bring this attached document at consulting.
1) When the following symptoms occur because of this drug
rash·flare, itchiness, nausea·vomit, loss of appetite, constipation, gastralgia1)2),
gastrointestinal bleeding1)2), displeasure in stomach1)2), dizziness, hardness of
hearing1), edema, ringing in the ears1)
1)

Preparation containing aspirin, aspirinaluminium, ethenzamid, choline salicylate,
salicylic acidsodium

2)

Preparation containing ibuprofen

）When the following severe symptoms occur because of this drug
① Shock(anaphylaxis) : immediately after taking this drug, rash,

2

edema, stuffy

feeling in the chest, and pale complexion, cold hands and feet, cold sweat, and

②

difficulty in breathing can occur.
Mucocutanealocular

syndrome(Stevens-Johnson

syndrome),

necrolysis(Liel

syndrome) : severe symptoms such as high fever, rash·flare, blister like burn
can occur in whole body skin, and mucous membrane of lips and eyes.

③ Asthma
④ Hepatosis

: languor in the whole body, jaundice(the white of skin or eye

becomes yellow) can occur(Preparation containin gacetaminophen)

⑤ Stomach aldosterone : urine can decrease, face and hands and feet swell, eyelids
become heavy, hands become stiff, blood pressure increase, and headache can

occur. (if the preparations whose one-day maximum dosage is more than 1 g
as

licorice

are

taken

for

a

long

time,

stomach

aldosterone

such

as

hyperaldosteronism, elevation of blood pressure, sodium body fluid undercurrent,
edema, weight gain and etc. can occur. Therefore, observation (serum potassium
value) should be conducted sufficiently, and when there are abnormalities,
taking the drug should be stopped.)(Preparation containing licorice)

⑥ Myopathic disorder : as the result of hyperaldosteronism, myopathic disorder can
occur. Therefore, observation should be conducted sufficiently, and when there
are abnormalities such as feeling of helplessness, limb convulsion, paralysis,
taking the drug should be stopped.(Preparation containing licorice)

∼6 times

3) When symptoms do not get better even after taking this drug 5
(7) Other precautions for taking this drug
1) Follow the determined usage·dose
2) Do not continue to take this drug for a long time

3) Administer this drug to children under the direction and supervision by a
guardian when this drug is administered to children(in the case in which there is
usage for children).
4) Do not drink while taking this drug.
5) Patients who take barbital medicine, tricyclic antidepressant and alcoho have
decreased ability to metabolize lots of acetaminophen, which can increase
plasma’s half-life period. (Preparation containing acetaminophen)
6) Preparation containing potassium, preparation containing licorice, glycyrrhizinate or
its

salts,

loop

trichlormethiazide

diuretic(furosemide,
)

are

used

ethacrynic
in

parallel,

acid)

or

stomach

thiazide

diuretic(

aldosterone

or

hyperaldosteronism can cause myopathic disorder. Therefore, patients should be
careful when taking this drug. (Preparation containing licorice)
(8) Precautions for storage
1) Keep out of the reach of children.
2) Keep out of direct sunlight and store in a moistless and cool (airtight) container.
(Write the details in the brackets when necessary)
3) Do not put this drug in another container in order to prevent misuse and to
preserve the quality. (when there is no possibility of misuse as the indications
are well made, there is no need for writing the precautions.)

<Table 1> Active drug substance kinds and one maximum dosage and one-day
maximum dosage
one maximum
Classificati

dosage

Active drug substance name

on

(mg)

Paragraph

Ⅰ

one-day
maximum
dosage
(mg)

salicylic acidsodium

1000

3000

salicylamide

1000

3000

acetaminophen

500

1200

aspirin

750

1500

aspirinaluminium

1000

2000

ethenzamid

500

1500

choline salicylate

1100

3300

ibuprofen

400

1200

benzoic acidsodiumcaffeine

100

300

caffeinehydrate

50

150

caffeineanhydrid

50

150

ammonium chloride

200

800

pamabrom

50

200

Column deleted

Ⅱ

Column

Ⅲ
※

vitamin B1 and its derivatives and saline

25(1)

Column vitamin B2 and its derivatives and saline

12(2)

Ⅳ

Column

Ⅴ

vitamin C and its derivatives and saline

500(50)

dry hydrationaluminium gel

1000

silicic acid magnesium

3000

metasilicic acid aluminincmagnesium

1500

oxide of magnesium

500

coprecitation product of

ㆍ

hydrationmagnesium

1800

sulfuric acid
aluminiumpotassium

ㆍ

3000

hydrationaluminium carbonic acid
magnesium mixed dry gel

900

coprecitation product of

ㆍ

hydrationaluminium

carbonic acid
hydrogensodium
coprecitation product of

ㆍ

1500

hydrationaluminium

carbonic acid

ㆍ

1000

calcium carbonic acidmagnesium
hydrationaluminium gel
(as dry hydration aluminium)

900

glycine
Column

Ⅵ

1500

dihydroxyaluminiumaminoacetatehydrate
carbonic acidmagnesium

2000

synthesis silicic acid aluminium

3000

synthesis hydrotalcite

4000

(The numbers in the brackets are the minimal compound amount.)

※

The kinds of ingredients of Column

Ⅳ

are those of Column

Ⅳ, Ⅴ,

and

<Table 1> of Standard Manufacturing Criteria for Vitamin.

<Table 2>
Herb medicine’s active drug substance kind
and one-day maximum dosage
one-day maximum dosage (g)
Classificatio
n
Paragraph
I

Active drug substance
name
earthworm
licorice
cinnamon
peony
moutan
oriental valerian
Chinese pepper
ginger
dried orange peel

extract
(original herb medicine
conversion amount)
3
5
5
5
6
6
2
3
5

powder
2
1.5
1
2
2
2
1
1
3

Ⅷ

of

<Table 3>
Coefficient Table of Conversion of the Volume by Age Classification

Age classification

Coefficient

15 or more in full age

1

11 or more in full age

– under 15 in full age

2/3

7 or more in full age
- under 11 in full age

1/2

3 or more in full age
- under 7 in full age

1/3

1 or more in full age
- under 3 in full age

1/4

Chapter 3 Standard Manufacturing Practices for Cold Medicine
1. Scope The scope of cold medicine is oral solids multiple preparation made for the
purpose of cold symptoms, and the preparations made only with herb medicines are
excluded.
2. Criteria

The criteria for old medicine are as follows. However, the preparations not

ㆍ

suitable for this criteria are evaluated individually according to the data of safety
effectiveness and reason for compounding.
(1) Kind of active drug substance kind

1) The kind of active drug substances that can be compounded is what is written in
[Table 1] and its size is what is written in

「Korean

」

Pharmacopoeia , official

compendium and formulary recognized by the Minister of Food and Drug Safety and
notification of standard and test method by the Minister of Food and Drug Safety.
However, in the case of the vitamin size, what is used for domestic medicines in
separate sizes can be recognized for enhancing the stability.
2) As for the size of herb medicine extract, the size already used in domestic cold
medicine is also recognized. In the case of using oriental medicine prescription,
the size of the prescription should recognize the size written in businesses and
the basic test data should be submitted for size establishment.
3) Active drug substance not to be compounded are more than 1 kind among the

Ⅰ of <Table 1>.
4) Active drug substance of Paragraph Ⅰ of <Table 1> can be compounded by up
ingredients of Paragraph
to 3 kinds.
5) In the case of compounding active drug substances of Paragraph

Ⅱ, Ⅲ, Ⅳ-1, Ⅴ,

Ⅵ, Ⅶ and Ⅷ of <Table 1>, and oriental medicines of Column D, each 1 kind
of each Paragraph or Column D.

6) As for oriental medicines and their extracts containing ephedra or ephedra, the
compound with active drug substances of Paragraph

Ⅳ-1

of <Table 1> is not

recognized.
7) In the <Table 1>, oriental medicine prescription of Column D with herb medicines
of Column A, B or C is not recognized.
8) In the case of compounding of oriental medicine prescription other than sillokwiki,
compounding is limited to the extract.
9) In the oriental medicine prescription composition herb medicines of Column D of
<Table 1> is based on <Table2> in terms of composition herb medicine and

amount.
(2) Active drug substance amount
1) Each active drug substance’s one-day maximum dosage is based on <Table 1>
except for the case separately regulated. However, in the case of compounding
active drug substances of Paragraph

Ⅳ-

1 of <Table 1> or herb medicines of

Column A and the substances of Paragraph

Ⅷ, the sum of the values calculated

when the amount of compounding the active drug substance is divided by each
one-day maximum dosage should not exceed 3/2.
2) In the case of compounding more than 2 kinds of active drug substances of
Paragraph

Ⅰ

of <Table 1> or more than 2 kinds of herb medicines of Column

A and Column B, the sum of the values calculated when the amount of
compounding the active drug substance and herb medicine are divided by each
one-day maximum dosage should not exceed 1.
3) In the case of compounding active drug substances of Paragraph

Ⅰ of <Table 1>

and earthworm or pueraria soup or ephedra soup, the sum of the values
calculated when the amount of compounding amount is divided by each one-day
maximum dosage should not exceed 1.
4) The compounding amount of oriental medicine prescription of Column D of
<Table 1> is more than 1/5 and under 1/2 of one-day maximum dosage.
5) The lowest limit of each active drug substance’s compound amount is 1/2 of
one-day maximum dosage except for the case separately regulated.
6) In the case of compounding more than 2 kinds of active drug substances of
Paragraph

Ⅰ of <Table 1>, the lowest limit of compound amount is 1/5 of each

active drug substance’s one-day maximum dosage, and the sum of the values
calculated when the amount of compounding amount is divided by each one-day
maximum dosage should be more than 1/2.
7) The lowest limit of active drug substance’s compound amount of Paragraph

Ⅹ of <Table 1> is 1/5 of one-day maximum dosage.

Ⅷ and

8) The lowest limit of active drug substance’s compound amount of Paragraph

Ⅸ of

<Table 1> is the amount in the brackets repectively written in the one-day
maximum dosage below.
9) The lowest limit of compound amount of herb medicines of Column A, Column B
and Column C of <Table 1> is 1/10 of each one-day maximum dosage.
10) When the efficacy and effectiveness of cough or phlegm are based only on
Column A or Column B of <Table 1>, the lowest limit of herb medicine의
compound amount written in Column A or Column B is 1/2 of each one-day

maximum dosage. However, in the case of compounding more than 2 kinds of
herb medicines of Column B, the lowest limit of compound amount is 1/5 of the
herb medicine’s one-day maximum dosage, and the sum of the values calculated
when the amount of compounding amount of the herb medicine is divided by
each one-day maximum dosage should be more than 1/2.
11) In the case of oral solution, the amount of caffeine for one dosage should not

㎎.

exceed 30

12) Compounding with aspirin and Paragraph IV- 1 should not be conducted.
(3) Dosage form
As for dosage form, there are tablets(chewable tablet, effervescent tablet are
included), capsules, powder(microgranules is included), oral solution, granule and
syrup. As for the dosage form of Paragraph

Ⅶ

is the dosage form which can

maintain the stability of active drug substance.
However, as for chewable tablet of diameter of more than 1.5 cm, shapes other than
round shape(donut shape) with holes are not recognized.
(4) Directions

ㆍDose

1) As for usage, the drug is taken in 30 minutes after meals three times a day.
However, oral solution and syrup are taken after means and when going to sleep
if necessary, and the interval for dose is 4 hours in principle.
2) Regarding capsules, tablets(chewable tablet and effervescent tablet are excluded),
taking such drugs by infants under 7 in full age is not rdcognized. In addition,
as for chewable tablet, the usage for a baby under 3 months is not recognized in
principle.
3) The usage for a baby under 3 months is not recognized.
4) For children under 15 in full age, active drug substance’ one-day maximum dosage
is the amount calculated when the amount of active drug substance is multiplied
by the values of Column of coefficient corresponding to the age classification of
<Table 3>.
5) As for the preparations containing aspirin or aspirinaluminium, usage for children
under 15 in full age is not recognized.
6) Regarding chewable tablet, ‘Taking this drug by melting or chewing in the mouth’
should be written as for the method of taking this drug.

ㆍEffectiveness

(5) Efficacy

Efficacy and effectiveness include “relief of symptoms of cough(nose runs, nasal

stuffiness, sneeze, sore throat, cough, phlegm, chill, fever, headache, arthralgia,
muscle pain)”. However, in the case in which 1 kind of active drug substance of

ㆍ

right Column of the following Table, efficacy effectiveness of the left Column of
the same Table cannot be indicated.

Left column
nose runs, nasal stuffiness,
sneeze
cough

phlegm

Right column

Ⅱ or Column Ⅴ of <Table 1>
Ingredients of Column Ⅲ and Column Ⅳ of <Table 1>
and Column A의 herbs of Column A
citric acidtipepidine or hibenzatetipepidine of Column Ⅲ
of <Table 1>or ingredients of Column Ⅳ, Column Ⅵ
and Column Ⅶ and herb medicine of Column A or
Ingredients of Column

Column B

(6) Packaging unit
The maximum amount of the container for syrup has the limit of 2-day dosage of
one-day maximum dosage for adults (15 or more in full age).
(7) Storage method and Expiration date
1) As for the storage method, the safety of the product is guaranteed. For solid
preparation, an airtight container is used, and for liquid preparation, a hermetic
container is used in principle. The expiration date is 3 years or less, and

「Regulation

」

on Pharmaceutical Approval, Notification and Review (Ministry of

Food and Drug Safety notification) is applied.
3. Instructions for use
Instructions for use of cold medicines are as follows.
(1) Warning
1) When a person who drinks more than three glasses of liquor every day take this
medicine or other antipyretic analgesic, the person should consult with a doctor
or a pharmacist. If this person takes this medicine, injury of liver can be
caused. Preparation containing acetaminophen)
2) When a person who drinks more than three glasses of liquor every day take this
medicine or other antipyretic analgesic, the person should consult with a doctor
or a pharmacist. If this person takes this medicine, gastrointestinal hemorrhage
can

be

caused.

Preparation

containing acetaminophen(Preparation

containing

aspirin, aspirinaluminium).
3) When a person who drinks more than three glasses of liquor every day take this
medicine or other antipyretic analgesic, the person should consult with a doctor
or a pharmacist. If this person takes this medicine, injury of liver and
gastrointestinal hemorrhage can be caused. Preparation containing acetaminophen)
(acetaminophen and composite preparation of the following ingredients: salicylic
acidsodium, aspirin, aspirinaluminium)
4) Among the patients who took acetaminophen, very rarely, acute whole body skin
reactions such as acute whole body rash fester)(AGEP), Stevense

–

Johnsn

syndome(SJS), toxic epidemral necrolysis(TEN) were reported, and sch reactions can
be lethal. Therefore, the symptoms of these significant skin reactions should be
informed fully to patients, and if there are skin rash or other hypersensitive reaction
symptoms after the administration, taking of this medicine should be immediately
stopped.(Preparation containing acetaminophen)
5) This drug contains acetaminophen. If the one-day maximum dosage of acetaminophen
exceeds 4,000mg, injury of liver can be caused. Therefore, this drug should not
be taken over the one-day maximum dosage of 4000mg, and should not be
taken with other products containing acetaminophen. (Preparation containing
acetaminophen)
(2) Those of the following cases are advised not to take this drug.
1) Those who are hypersensitive to the ingredients of this drug or those who have
medical history
2) Those who have ever had asthma after taking this drug and its the composition
ingredients, other antipyretic analgesic and cold medicine.
3) Baby under 3 months in full
4)

Children

under

15

months

in

full

age

(Preparation

containing

aspirin,

aspirinaluminium )
5) Lactating women(Those who are breastfeeding are advised not to take this drug or
to

stop

breastfeeding.

)(Preparation

containing

diphenhydraminehydrochloride,

diphenhydraminetannate)
6)

Those

who

are

taking

MAO

restrainer(antidepressant,

antipsychotic

agent,

thymoleptic, anti-Parkinson preparation and etc.) or those who are within 2
weeks after suspending to take the drug.
(3) While taking this drug, do not take the following drugs.
Internal medicine(preparation containing rhinitis oral medicine, motion sickness

medicine, medicine for allergy), diphenhydramine(including preparations applied
skin)

1)

containing

antitussive

expectorant,

other

cold

medicine,

to

antipyretic

analgesic, tranquilizer and antihistamine
1)

preparation containing diphenhydramine and its salts

(4) <Deleted>
(5) Those of the following cases are advised to consult with a doctor, dentist and
pharmacist before taking this drug.
1) A baby or children under 15 in full age who are infected with or suspicious of
being infected with chickenpox or influenza(change of behaviors involving
nausea or vomit can be early symptons of Leigh syndrome, a serious disease,
therefore such people are advised to consult with a doctor.)
2) A baby under 3 months in full is advised not to take the drug. Even in the case
of infants more than 3 months, infant under 2 in full are advised to consult
with a doctor, and the drug is not administered to such infants unless it is
necessary. When this drug is administered to infants under 2 in full, it should
be informed to a guardian and careful monitoring is required.
2) For a baby under 3 months
3) Those who themselves and who have their parents, or their siblings with the
constitution prone to rash, contactdermatitis, bronchial tubeasthma, allergic
rhinitis, migraine, allergy to food
3) Those who themselves and who have their parents, or their siblings with the
constitution prone to rash, contact dermatitis, bronchial tubeasthma, allergic
rhinitis, migraine, allergy to food
4) Those who have ever had allergic symptoms(example : fever, rash, arthralgia,
asthma, itchiness and etc) because of medicines.
5) Those with liver disease, kidney disease, heart disease1)2)3), thyroid disease,
diabetes, high blood pressure, edema2), gastroduodenal ulcer3), glucoma(example :
pain in the eyes, sand-blindness and etc.)4), difficulty in urination4) and etc.,
senior citizen1)2), wealking or those with high fever
1)

preparation containing ephedrine and its salts, ephedra

2)

preparation containing licorice

3)

preparation containing aspirin, aspirinaluminium, acetaminophen , ethenzamid

4)

preparation containing Antihistamine

6) Those who have consistent or recurrent stomach problems such as heartburn,
displeasure in stomach, gastralgia, or those who have ulcer, and bleeding

problem.
7) Those who lost lots of water because of vomit and diarrhea or those who do not
absorb

water,

or

those

who

take

diuretic(Preparation containing aspirin,

aspirinaluminium, ethenzamid)
8) Pregnant woman or women with a possibility of being pregnant, lactating women
9) Those who are receiving treatment by a doctor or dentist(those who are
administered with other medicines such as diabetes medicine, gout medicine,
arthritis medicine, anticoagulant, steroid and etc.)
10) Those who are receiving treatment with interferon preparation (Preparation
containing soshiho soup)
11) Those who have the following cough
cough

accompanied

with

smoking,

asthma,

chronic

bronchial

tube infection,

pulmonary emphysema, excessive phlegm, or recurrent cough which lasts for more
than 1 week, chronic cough, or cough accompanied with fever·rash or constant
headache(Preparation containing antihistamine, antitussive, expectorant)
12) Those who are within 7 days after amygdalectomy, oral cavity operation (limited
to chewable tablet)
(6) In the following cases, immediately stop taking this drug, and consult with doctor,
dentist and pharmacist. Bring this attached document at consulting as far as
possible.
1) When there are the following symptoms after taking this drug
rash·flare,

itchiness,

nausea·vomit,

loss

of

appetite,

constipation,

gastralgia3),

gastrointestinal bleeding3), displeasure in stomach3), hardness of hearing3), edema,
ringing in the ears3), difficulty in urination1), thirst(consistent or severe)1), frequent
urination2),
4)

urination2),

painful
4)

hemuresis2),

residual

urine

feeling2),

dizziness,

4)

anxiety , shievering , sleeplessness
1)

Preparation containing Antihistamine

2)

Preparation containing soshiho soup, shihotwig of cinnamon tree

3)

Preparation containing aspirin, aspirinaluminium, choline salicylate, ethenzamid

4)

Preparation containing ephedrine and its salts, ephedra

）When the following severe symptoms occur in rare cases because of this drug
① Shock(anaphylaxis) : immediately after taking this drug, rash, edema,

2

stuffy

feeling in the chest, and pale complexion, cold hands and feet, cold sweat, and

②

difficulty in breathing can occur.
Mucocutanealocular

syndrome(Stevens-Johnson

syndrome),

necrolysis(Liel

syndrome) : severe symptoms such as high fever, rash·flare, blister like burn

can occur in whole body skin, and mucous membrane of lips and eyes.

③ Asthma
④ Hepatosis

: languor in the whole body, jaundice(the white of skin or eye

becomes yellow) can occur.(preparation containing acetaminophen , soshiho
soup, shihotwig of cinnamon tree soup, pueraria soup )

⑤ Pneumonitis : dry cough(cough without phlegm) is accompanied, breath is short,
and difficulty in breathing and fever can occur. (This symptoms may be
difficult to distinguish from the symptoms of cough. If the symptoms such as
dry cough and fever, taking the drug should be stopped, and consulting with a
doctor is required.)(preparation containing soshiho soup, shihotwig of cinnamon
tree soup, lilyturf soup)

⑥ Pneumonitis : cough is accompanied, breath is short, difficulty in breathing and
fever occur.(preparation containing aspirin, aspirinaluminium, acetaminophen ,
ethenzamid)

⑦ Stomach aldosterone : urine can decrease, face and hands and feet swell, eyelids
become heavy, hands become stiff, blood pressure increase, and headache can
occur. (if the preparations whose one-day maximum dosage is more than 1 g
as

licorice

are

taken

for

a

long

time,

stomach

aldosterone

such

as

hyperaldosteronism, elevation of blood pressure, sodium body fluid undercurrent,
edema, weight gain and etc. can occur. Therefore, observation (serum potassium
value) should be conducted sufficiently, and when there are abnormalities,
taking the drug should be stopped.)(Preparation containing licorice)

⑧ Myopathic disorder : as the result of hyperaldosteronism, myopathic disorder can
occur. Therefore, observation should be conducted sufficiently, and when there
are abnormalities such as feeling of helplessness, limb convulsion, paralysis,
taking the drug should be stopped.(Preparation containing licorice)
3) No improvement in symptoms even after taking the drug 5~6 times
(7) Other precautions for taking this drug
1) Follow the determined usage·dose
2) Do not continue to take this drug for a long time
3) Administer this drug to children under the direction and supervision by a
guardian when this drug is administered to children(in the case in which there
is usage for children).
4) Do not drink while taking this drug.
5) As sleepiness can occur while taking this drug, avoid driving a car or

manipulating machine.(preparation containing Antihistamine)
6) Patients who are administered with barbital medicine, tricyclic antidepressant and
alcohol have decreased ability to metabolize acetaminophen in large quantity,
and half-life period of plasma of acetaminophen can increase. (preparation
containing acetaminophen)
7) Precautions are required for taking this drug because preparation containing
potassium, preparation containing licorice, preparation containing glycyrrhizinate
or its salts, loop diuretic(furosemide, ethacrynic acid) or thiazide diuretic(
trichlormethiazide) are taken in parallel, myopathic disorder can easily occur
due to stomach aldosterone or hyperaldosteronism.(lipreparation containing
corice)
8) This drug can affect the diabetes examination value.(Preparation containing
one-day maximumcompound amount of more than 1g as stencil or more than
1.2 g as senega(extract preparation is calculated into original herb medicine, and
stencil of more than 1g or senega of more than 1.2g ))
(8) Precautions for storage
1) Keep out of the reach of children.
2) Keep out of direct sunlight and store in a moistless and cool (airtight) container.
(Write the details in the brackets when necessary)
3) Do not put this drug in another container in order to prevent misuse and to
preserve the quality.
(when there is no possibility of misuse as the indications are well made, there is
no need for writing the precautions.)

<Table 1>
Active drug substance kind and one-day maximum dosage
one-day

Classificat

Active drug substance name

ion

maximum
dosage(mg)

choline salicylate

3300

salicylamide

3000

Paragraph acetaminophen

Ⅰ

1200

aspirin

1500

aspirinaluminium

2000

ethenzamid

1500

d-chlorpheniramine maleic acid

3.5

chlorpheniramine maleic acid

7.5

carbinoxamine maleate

7.5

tripelenamine hydrochloride

120

triprolidinehydrochloridehydrate

4

diphenhydraminehydrochloride

75

tartrate
Ⅱ alimemazine
diphenylpyralinehydrochloride

5

brompheniramine maleate

16

doxylamine succinate

50

pheniramine maleate

40

mepyramine maleate

120

diphenhydraminetannate

75

diphenhydraminecitrate

76

citric acid carbetapentane

48

citric acidtipepidine

60

dextromethorphanhydrobromidehydrate

Ⅲ cloperastinehydrochloride

48

fendizoic acidcloperastine

84

tipepidinehibenzate

75

hydrochloric alloclamide

75

Column

Column

4

48

Ⅳ dl-methylephedrinehydrochloride

75

Column
-1

ephedrinehydrochloride

75

Ⅳ noscapinehydrochloridehydrate

48

Column
-2

noscapine

48

Ⅴ pseudoephedrinehydrochloride
phenylephrinehydrochloride

90

Ⅵ guaiacolsulfonatepotassium
guaifenesin

250

Ⅶ serratiopeptidase
semialkaliprotease

20*

Column

30

Column

250

Column

40**

caffeineanhydrid

150[***120]

Ⅷ benzoic acidsodiumcaffeine

300

Column

caffeinehydrate

※

150[***120]

vitamin B1 and its derivatives and salts

25(1)

B and its derivatives and salts
Ⅸ vitamin
vitamin C and its derivatives and salts

12(2)

2

Column

500(50)

dried aluminium hydroxide gel
silicic acid magnesium

1000

metasilicic acid aluminincmagnesium

3000

oxide of magnesium

1500

coprecitation

product

of

magnesium

hydroxide·sulfuric

500

acidaluminiumpotassium

1800

hydrationaluminium·carbonic acidmagnesium mixed dried gel

3000

product
Ⅹ coprecitation
acidhydrogensodium

Column

of

hydrationaluminium·carbonic

900
1500

hydrationaluminium·carbonic acidcalcium·carbonic acidmagnesium

1000

gel

900

glycine

1500

dihydroxyaluminiumaminoacetatehydrate

2000

carbonic acidmagnesium

3000

synthesis silicic acid aluminium

4000

synthesis hydrotalcite

(values in the brackets are the minimum amount of compound)
*1600-2600 serratiopeptidase unit is included among 1mg.
**1900-2500semialkaliprotease unit is included among 1mg.
* and ** can be indicated in units.
***limitied only to internally used liquid preparation.

※ The kinds of ingredients of Paragraph Ⅸ are the ingredients of Column Ⅳ, Ⅴ and
Ⅷ of <Table 1> of Standard Manufacturing Criteria for vitamin.
Prescription of herb medicines and oriental medicines
one-day maximum dosage(g)

※Original herb medicine or
Classifica

Prescription drug of herb

prescription conversion

tion

medicines and oriental medicines

amount
Original herb medicine or

Powder

prescription conversion
amount
A

ephedra
licorice
platycodon
senega

B

stencil
plantago seed
prunus jamasakura siebold ex

-

5

1.5

4

2

4

1.5

5

1.5

5
4

-

10

-

3

1

gentiana

0.5

0.5

cinnamon

5

1

atactylodis rhizoma white

5

2

cow bezoer

-

0.02

ginseng

6

3

earthworm

3

2

koldz
plantago seed
dried ginger

C

4

dried orange peel

5

3

atractylodes root

5

2

gold thread

3

1.5

phellodendron bark

3

3

fennel seed

3

zedoaria

3

3

0.5

0.5

codonopsis

5

2.5

dried clove buds

2

0.5

25

-

30

-

11

6

15

-

24

-

24

-

30

-

16

-

13

-

gall bladder of a bear

pueraria soup
socheonryong soup
sillokwiki
twig of cinnamon tree soup
D

shihotwig

of

cinnamon

tree

soup
soshiho soup
lilyturf soup
pinellia ternate partiality soup
ephedra soup

(note) In the column of powder of one-day maximum dosage, what is indicated as

– is

powder and the compound is not recognized.

※

need to be made into extracts extractives as the aforementioned Original herb

medicine or prescription conversion amount

<Table2>
shihotw
twig of
pinellia
puerar
socheon
ig of
Prescription name of
sillokwi
cinnam
soshiho lilyturf ternate ephedra
ia
ryong
cinnam
oriental medicine
ki
on tree
soup
soup partialit soup
soup
soup
on tree
soup
y soup
soup
pueraria

8

licorice

2

1

3

2

2

2

dried ginger

1

1

1

1

1

1

cinnamon

3

3

4

3

1

10

jujube

4

ephedra

4

4

2

3

3

5

4

lilyturf

8

pinellia

5

4

5

5

poria cocos
3

perilla
frutescens

2

2

shiho
omija

nut grass
gold
silver magnolia

5

7

2

3

5

ginseng

dried orange
peel
apricot
kernel

5
5

sessin

peony

2

3

nonclutinous
rice

component
herb
medicine
and
compone
nt ratio

2

3

5

4

2

3

3
4
4
2

3
3

<Table 3>
Coefficient Table of Conversion of the Volume by Age Classification

Age Classification

Coefficient
1

15 or more in full
2/3
11 or more in full - under 15 in full

7 or more in full - under 11 in full

3 or more in full - under 7 in full

1/2

1/3

1 or more in full - under 3 in full
1/4

Chapter 4 Standard Manufacturing Practices for antacid, stomachic, digestant, intestinal
medicine, diarrhea remedy and antispasmodic
1. Scope
This criteria is applied

to oral

solids

multiple

preparation

ㆍ

having efficacy

effectiveness regarding antacid, stoamchic, digestant, intestinal medicine, diarrhea
remedy and antispasmodic, and oriental preparations are excluded.
2. Criteria
The criteria for antacid, stoamchic, digestant, intestinal medicine, diarrhea remedy and
antispasmodic are as follows. What is not proper for this criteria is individually

ㆍ

deliberated according to the data of safety effectiveness and compounding reason.
1) Active drug substance kind
(1) The kind of active drug substances that can be compounded is what is written in
[Table 1] and its size is what is written in

「Korean

」

Pharmacopoeia , official

compendium and formulary recognized by the Minister of Food and Drug Safety
and notification of standard and test method separately notified by the Minister of
Food and Drug Safety. However, in the case of the vitamin size, what is used for
domestic medicines in separate sizes can be recognized for enhancing the stability.
In the case of the size of herb medicineextract, the size which is already used
for antacid, stoamchic, digestant, intestinal medicine, diarrhea remedy and
antispasmodic is also recognized.
(2) The preparation using active drug substances in antacid, stoamchic, digestant or
intestinal medicine of [Table 1] can compound each substance, and diarrhea
remedy(limited to catechu, prunus mume, Geranii Herba, hawthorn of absorbent,
covering preparation or anti diarrheal herb medicine), mucos membrane recovery
preparation or simethicone을 active secondary ingredient can be used for
compounding.
(3) The preparation using only active drug substances in antacid should not
compound antidiarrheal herb medicine of intestinal medicine’s intestinal herb
medicine or diarrhea remedy. In addition, the preparation using only active drug
substance of intestinal medicine should not compound mucos membrane recovery
preparation’s active drug substances.
(4) The preparation using active drug substance of diarrhea remedy of [Table 1] can
compound

antacid,

stoamachic,

digestant,

intestinal

medicine

or

antispasmodic(limited to parasympatholytic의 scopolia extract와 spasmolyticherb
medicine).

(5) The preparation using active drug substance of antispasmodic of [Table 1] as
active main ingredient can compound antacid(scopolia extract is excluded),
stoamchic,

digestant

or

diarrhea

remedy(limited

to

absorbent

or

covering

preparation). However, the preparation using parasympatholytic’s active main
ingredients of antispasmodic should not compound stoamchic(limited to nut
vomica extract or stomach function controlling agent of strong stomach herb
medicine)의 active drug substance. In addition, compounding active drug
substances in

antispasmodic(spasmolytic herb medicine is excluded) is conducted

by 1 kind within the same Paragraph.
(6) In the case of compounding active drug substances of mucos membrane recovery
preparation(herb medicine is excluded) of [Table 1], it is conducted by 1 kind
within the same Paragraph.
(7) Antacid(scopolia extract is excluded) of [Table 1] and active drug substance of
powder of stoamchic should not be compounded.
(8) In the case in which the same active drug substances in more than 2 Columns
of [Table 1] should not be compounded in duplicate.
(9) Berberine chloride hydrate or berberinetannate of disinfectant among diarrhea
remedy of [Table 1] should not be compounded with herb medicine of gold

ㆍphellodendron bark of stoamchic or diarrhea remedy.

thread

(10) Glycyrrhizinate of mucos membrane recovery preparation of [Table 1] should
not be compounded with licorice of mucos membrane recovery preparation.
(11) The preparation using active drug substances written in stoamchic, digestant,
intestinal medicine and diarrhea remedy of [Table 1] as active drug substances
can compound vitamin of [Table 2].
(12) If enterococcus of pro-biotics (Enterococcus Faeaalis, Enterococcus Faecium,, etc.)
is used as an active constituent, it is possible to be used only when the
antibiotic resistance gene and toxicity gene do not exist.
2) Active drug substance amount
(1) Each active drug substance’s one-day maximum dosage(digestant’s digestive
enzymes and intestinal medicine의 intestinal viable bacterial ingredient are
excluded) is the amount written in [Table 1]. The one maximum dosage is 1/3
of one-day maximum dosage.
(2) In the case of compounding more than 2 kinds of active drug substances of

ㆍ

stoamchic’s stomach function controlling agent powder of [Table 1], when more
than 2 kinds of active drug substances of

ㆍ

stoamchic’s stomach function

controlling agent powderare compounded, and when more than 2 kinds of

ㆍ

ㆍ

ㆍ

active drug substance diarrhea remedy’s disinfectant astringent absorbent

covering preparation are compounded, the sum within the same Column
calculated when the compounding amount of each active drug substance is
divided by each one-day maximum dosage should not exceed 1.
(3) Antacid

① In the case of compounding 2 kinds of inorganic antacid or compounding more
than 2 kinds of inorganic antacid and glycerine, the sum calculated when the
compounding amount of each active drug substance is divided by each one-day

②

maximum dosage should not exceed 2.

ㆍ

In the case of compounding spicy herb medicines such as black pepper
Chinese pepper

ㆍpepper of stoamchic’s strong stomach herb medicine as active

secondary ingredient with the preparation compounding active drug substance
written in antacid as active main ingredients, one-day dosage of the herb
medicine is 1/10 or less of one-day maximum dosage of [Table 1].

③ In the case in which the preparation compounding active drug substance written
in inorganic antacid and glycerine is tested according to the acid-consuming
capacity test method and pH measuring method separately determined, the
acid-consuming capacity for one day should be more than 150 mL as
consumption amount of 0.1 mol/Lhydrochloric acid, and more than 3.5pH of
the preparation. In addition, the acid-consuming capacity of one dosage should
be more than 50 mL.

④ The lowest limit of the compound amount of the preparation which compounds
active drug substance written in inorganic antacid and glycerine as active
secondary ingredients, the acid-consuming capacity for one day should be more
than 75 mL as 0.1 mol/Lhydrochloric acid’s consumption amount. In addition,

⑤

the acid-consuming capacity of one dosage should be more than 25 mL.
Regarding the preparation which compounds active drug substance written in
inorganic antacid and glycerine, the record of the test conducted according to
the method determined in [Table 5] in terms of acid-consuming capacity is
submitted, and the record of the test conducted according to the Korean

⑥

Pharmacopoeia test method in terms of pH is submitted.
The lowest limit of scopolia extract’s compound amount is 1/5 of one-day
maximum dosage.

(4) Stoamchic

①

The lowest limit of compound amount in the case in which only 1 kind of
strong stomach herb medicine is compounded as active main ingredient is 1/2
of one-day maximum dosage.

②

The lowest limit of compound amount in the case in which only 1 kind of
strong stomach herb medicine is compounded as active secondary ingredient is
1/10 of one-day maximum dosage.

③ In the case in which more than 3 kinds of strong stomach herb medicines are
compounded as active main ingredients, the sum of the values calculated when
the amount of compounding of each substance is divided by one-day maximum
dosage is more than 1/2 and 3 or less(in the case of compounding 2 kinds, it
is more than 1/2 and 2 or less).

④ In the case in which more than 3 kinds of strong stomach herb medicines are
compounded as active secondary ingredients, the sum of the values calculated
when the amount of compounding of each substance is divided by one-day
maximum dosage is more than 1/10 and 3 or less(in the case of compounding 2

⑤

kinds, it is more than 1/10 and 2 or less).
The lowest limit of compound amount in the case of compounding stomach
function controlling agent as active main ingredient is 1/2 of one-day

⑥

maximum dosage. The same can be said for dried yeast.
The lowest limit of compound amount in the case of compounding stomach
function controlling agent as active secondary ingredient is 1/5 of one-day
maximum dosage. The same can be said for dried yeast.

(5) Digestant

① Regarding the

preparation which compounds digestive enzymes as active main

ingredient, among one-day minimum unit of starch saccharification power,
starch dextrinization power, starch liquefaction power, protein digestive power,
fat digestive power, Fibrin saccharolytic power or Fibrin disintegration power
determined in digestive enzymes of [Table 1], more than 1 kind should be
more than one-day minimum unit. One-day minimum unit is 1/3 of one-day
minimum unit.

② The lowest limit of compound amount in the case of compounding more than
1 kind of digestive enzymes as active secondary ingredient is 1/5 of that of
active main ingredient.

③ Regarding the digestive power of each digestive enzyme, the record of the test
conducted according to the method determined in [Table 5] is submitted. As
the digestive power test method written in [Table 5] is the test method of raw
ingredients, in the case of measuring the digestive power of digestive enzymes
of the preparations, in the case in which it is possible to conduct a test in the
digestive power test method of [Table 5] with proper previous treatment, the
test method is used, and in the case of the preparations for which a test

cannot be conducted in this test method, the test method suitable for the
preparation is established and conducted. However, in this case, comparison
data of digestive power test method and raw ingredients of [Table 5] is

④

attached to the application form.
In the case of compounding digestive enzymes as active main ingredient or
accessory ingredients, the digestive power exceeding the lowest limit of each
compound should be written in the raw ingredient medicine amount. However,
in

the

case

of

starch

digestive

enzymes,

more

than

one

of

starch

saccharification power, starch dextrinization power 및 starch liquefaction power,
and in the case of fibrin digestive power, more than one of fibrin
saccharolytic power, and fibrin disintegration power should be written.

⑤ The lowest limit of the compound amount in the case of compounding only 1
kind of cholagogue as active main ingredients is 1/2 of one-day maximum

⑥

dosage.
The lowest limit of the compound amount in the case of compounding more
than 2 kinds of cholagogue as active main ingredients is 1/5 of one-day
maximum dosage, and the sum of the values calculated when the compounding
amount of each ingredient is divided by each one-day maximum dosage should

⑦

be more than 1/2.
The lowest limit of the compound amount in the case of compounding more
than 1 kind of cholagogue as secondary main ingredients is 1/5 of each
one-day maximum dosage.

(6) Intestinal medicine

①

The one-day minimum dosage in the case of compounding intestinal viable
bacterial ingredient as active main ingredient is the amount written in [Table 1],

②

and the one minimum amount is 1/3 of one-day minimum dosage.
The lowest limit of the compound amount in the case of compounding
intestinal viable bacterial ingredient as active secondary ingredient should be
the same as that of the lowest limit in the case of compounding as active
main ingredients.

③ In the case in which intestinal viable bacterial ingredient is written in the blank
for ingredient amount, it is written in mg or g. The size of products is written
as the number of intestinal viable bacteria.

④ The lowest limit of the compound amount in the case of compounding only 1
kind of intestinal herb medicine as active main ingredient should be 1/2 of

⑤

one-day maximum dosage.
The lowest limit of the compound amount in the case of compounding more

than 2 kinds of intestinal herb medicine as active main ingredient should
1/10 of each ingredient’s one-day maximum dosage, and the sum of the
values calculated when the compound amount of each ingredient is divided
by each one-day maximum dosage is 1/2 or more and 2 or less.

⑥ The lowest limit of the compound amount in the case of compounding only 1
kind of intestinal herb medicine as secondary main ingredient should be 1/10

⑦

of one-day maximum dosage.
The lowest limit of the compound amount in the case of compounding more
than 2 kinds of intestinal herb medicine as active secondary ingredient should
1/10 of each ingredient’s one-day maximum dosage, and the sum of the
values calculated when the compound amount of each ingredient is divided
by each one-day maximum dosage is n/10 or more and 2 or less. (n is the
number of ingredients).

(7) Diarrhea remedy

① The lowest limit of the compound amount in the case of compounding only 1
kind of disinfectant, astringent, absorbent and covering preparation as active

②

main ingredient should be 1/2 of one-day maximum dosage.
The lowest limit of the compound amount in the case of compounding more
than 2 kinds of disinfectant, astringent, absorbent and covering preparation as
active main ingredient should 1/5 of each ingredient’s one-day maximum
dosage, and the sum of the values calculated when the compound amount of
each ingredient is divided by each one-day maximum dosage should be more
than 1/2.

③ The lowest limit of the compound amount in the case of compounding only 1
kind of disinfectant, astringent, absorbent and covering preparation as active
secondary ingredient should be 1/5 of one-day maximum dosage.

④ When the lowest limit of chargoal, the one-day maximum dosage is 2 g.
⑤ Regarding antidiarrheal herb medicine, ④, ⑤, ⑥ and ⑦ of intestinal
⑥

medicine are applied.
In the case of compounding intestinal viable bacteria ingredient as active
secondary ingredient in the preparation using diarrhea remedy(those having
sterilization power among disinfectant or antidiarrheal herb medicine)as active
main ingredient, the data regarding the effects on the survival of intestinal
viable bacteria is attached.

(8) Antispasmodic

①

The lowest limit of the compound amount in the case of compounding
parasympatholytic, papaverine hydrochloride and amino benzoic acidethyl as

active main ingredient is 1/2 of one-day maximum dosage, and the lowest
limit of the compound amount in the case of compounding as active secondary
ingredient is 1/5 of one-day maximum dosage. However, the upper limit of the
compound amount in the case of compounding scopolia extract in diarrhea
remedy as active secondary ingredient should be 30 mg pr day.

② Regarding spasmolyticherb medicine, ④, ⑤, ⑥ and ⑦ of

intestinal medicine

are applied.
(9) Mucos membrane recovery preparation

①

The lowest limit of the compound amount in the case of compounding the
ingredients written in Paragraph 1~7 of mucos membrane recovery preparation
should be 1/5 of one-day maximum dosage. The ingredients to be compounded
is 3 kinds or less in principle.

② The lowest limit of the compound amount in the case of compounding only 1
kind of herb medicine mucos membrane recovery preparation should be 1/10
of one-day maximum dosage.

③ The lowest limit of the compound amount in the case of compounding 2 kinds
of herb medicine mucos membrane recovery preparation should be 1/10 of
one-day maximum dosage, and the sum of the values calculated when the
compound amount of each ingredient is divided by the corresponding one-day
maximum dosage should be 1/5 or more and 2 or less.
(10) The lowest limit of the compound amount in dimethicon(simethicone) should be
1/5 of one-day maximum dosage.
(11) The compound amount of vitamin is that of [Table 2].
3) Dosage form
(1) Dosage form includes capsules, granule, pills, powder(microgranules is included.),
tablets(chewable tablet, effervescent tablet is included.), infusion

ㆍdecoction

and

oral solution(limited to the preparation compounded with antacid or stoamchic as
active main ingredient) However, as for chewable tablet of diameter of more
than 1.5 cm, shapes other than round shape(donut shape) with holes are not
recognized.
(2) Oral solution which compounds antacid or stoamchic as active main ingredients
should not be compounded with scopolia extract, nut vomica extract.
(3) The preparation containing pancreatin should be enteric in principle.
4) Directions

ㆍDose

(1) As for usage, the drug is taken 3 times a day in principle. However, oral

solution using antacid or stoamchic of [Table 1] as active main ingredient the
preparation using or the preparation using diarrhea remedy or antispasmodic as
active main ingredient are taken 1~3 times a day, and in the case of taking it
more than twice a day, the interval should be more than 4 hours in
consideration of safety.
(2) Time for dose or interval for dose is written.
(3) The usage for a baby under 3 months is not recognized.
(4) As for capsules, tablets(chewable tablet and effervescent tablet are excluded) and
pills, taking by children under 7 in full age is not recognized. In addition, as
for chewable tablet, the usage for a baby under 3 months is not recognized.
(5) The one-day maximum dosage of active drug substance for children under 15 in
full is the amount calculated when the amount of active drug substance is
multiplied by the coefficient corresponding to the age classification of [Table 1].
(6) The one-day minimum amount determined in

③

of antacid of 2) and

①

of

digestant is the amount calculated when the one-day minimum dosage is
multiplied by the coefficient corresponding to the age classification of [Table 3].
However, the one-day minimum dosage of intestinal viable bacteria intestinal
medicine is 1×106 regardless of age classification.
(7) For infants under 1 in full, consultation with a doctor or a pharmacist is
required before such infants take the drug. (However, limited to the case in
which directions

ㆍdose are established.)

(8) For chewable tablet, "Take this medicine by melting or chewing it in the mouth"
is additionally written.
(9) For effervescent tablet, "Take this medicine necessarily by melting it in water" is
additionally written.

ㆍEffectiveness

5) Efficacy

ㆍ

(1) The scope of efficacy effectiveness of the preparation using active drug
substance[mucos membrane recovery preparation and dimethicon(simethicone)are
excluded] of [Table 1] is seen in [Table 4]. In addition, among antacid,
stoamchic, digestant 및 intestinal medicine, when the active main ingredients are

ㆍ

more than 2, it is the scope of the sum of efficacy effectiveness of each. In
addition, the preparation using digestant’s digestive enzymes as active main

ㆍ

ingredient can claim the efficacy effectiveness of digestant of [Table 4] only
when any of starch saccharification power, starch dextrinization power, starch
liquefaction power, protein digestive power and fat digestive poweris more than

ㆍ

one-day minimum unit. However, it cannot claim the digestant’s efficacy

effectiveness even when fibrin saccharolytic power or Fibrin disintegration power
is more than one-day minimum unit.
(2) In the case of compounding nut vomica extract among strong stomach herb
medicine in the preparation using antacid as active main ingredient of [Table 1],

ㆍ

the digestant’s efficacy effectiveness of [Table 4] cannot be claimed. In addition,

ㆍ

even with scopolia extract among antacid of [Table 1], the antacid’s efficacy
effectiveness cannot be claimed.
(3)

The

preparation

claiming

ㆍ

efficacy effectiveness

of

ㆍ

diarrhea

remedy

or

antispasmodic of [Table 1] cannot indicate efficacy effectiveness of other
columns of [Table 4].
6) Storage method and Expiration date
Regarding storage method, the stability of the product is guaranteed. In the case of
solid preparations, an airtight container is used, and in the case of liquid
preparations, a hermetic container is used in principle. The expiration date is 3
years or less, and

」

「Regulation

on Pharmaceutical Approval, Notification and

Review (Ministry of Food and Drug Safety notification) regulations are applied.
3. Instructions for use
<Antacid, stoamchic and digestant>
Instructions for use of antacid, stoamchic and digestant are as follows.
1) Those of the following cases are advised not to take this drug.
(1)

patients

who

are

receivingdialysis

treatment

(Preparation

containing

dry

hydrationaluminium gel, hydrationaluminium gel, silicic acid aluminincmagnesium,
synthesis

silicic

acid

aluminium,

(synthesis)hydrotalcite,

ㆍ

hydrationaluminium

carbonic acidmagnesium mixed dried gel, metasilicic acid aluminincmagnesium)
(2) Lactating women(because of movement from breast milk, infant’s pulse can
become rapid)(Preparation containing scopolia extract)
(3) children under 7 in full(capsules, tablets(except for chewable tablet and
effervescent tablet) and pills)
(4) This drug should not be administered to infants under 3 months in full. In
addition, even when the infants of 3 months or more, the infants under 1 in
full, receiving a diagnosis by a doctor is prioritized, and it is desirable to
ensure that such infants do not take the drug.(granule, powder(including
microgranules), effervescent tablet, infusion·decoction and oral solution).
2) While taking this drug, do not take the following drugs.

ㆍ

(1) Stomach painkilling antispasmodic medicine(Preparation containing scopolia extract)
(2) Tetracycline antibiotic(antacid containing aluminium)
3) Those of the following cases are advised to consult with a doctor, dentist, and
pharmacist before taking this drug.
(1) Those who show allergic symptoms(rash, redness from bloodshot, itchiness and
etc.) because of the administration of this drug(Preparation containing scopolia
extract)

ㆍ

(2) Kidney disorder patient(preparation claiming tacid’s efficacy effectiveness)
(3) Those who are allergic themselves or their family members are allergicThose
who are allergic themselves or their family members are allergic (Preparation
containing scopolia extract, starch digestive enzymes, protein digestive enzymes,
fat digestive enzymes or fibrin digestive enzymes)
(4) Pregnant women or women with a possibility of being pregnant (Preparation
containing ursodeoxycholic acid, Scopolia Extract X or Corydalis yanjusuo)
(5) High blood pressure patient, senior citizens, cardiac disorder or kidney disorder
patient,

edema(swelling)

patient(preparation

containing

one-day

maximum

compound amount in glycyrrhizinate of more than 40 mg or licorice of more
than 1 g)
(6) Those who are taking other drugs.
(7)

Those

with

lowered

phosphate

(Preparation

containing

metasilicic

acid

aluminincmagnesium)
(8) Those who have symptoms of diarrhea and loose feces (symptoms may get
worse)(Preparation containing rhubarb)
(9) Those with significantly weak stomach(loss of appetite, stomachache, diarrhea can
occur.)(Preparation containing rhubarb)
(10)

Those

who

have

symptoms

such

as

loss

of

appetite,

nausea,

and

vomit(symptoms may get worse)(Preparation containing rhubarb)
(11) Those with significantly weak strength (abnormal reactions easily occur and
symptoms may get worse)(Preparation containing rhubarb)
4) In the following cases, immediately stop taking this drug, and consult with doctor,
dentist and pharmacist. Bring this attached document at consulting as far as
possible.
(1) When there are symptoms such as allergic symptoms(rash, redness from
bloodshot, itchiness and etc.)while taking this drug (Preparation containing
scopolia extract)

(2) While taking this drug, when there are symptoms such asdry lips in rare cases
(Preparation containing scopolia extract)
(3) When there are symptoms such as constipation or diarrhea while taking this drug
(writing in the preparation containing antacid depending on needs antacid)
(4) When urine decreases, face and hands and feet swell, hands become stiff, blood
pressure increases, and headache occurs after taking this drug.(Preparation
containing

more

than

40mg

of

1-day

maximum

compound

amount

as

glycyrrhizinate or more than 1 g as licorice)
(5) When there are abnormalities such as feeling of helplessness, limb convulsion,
paralysis

(as

a

result

of

hyperaldosteronism,

muscle

disease

can

occur)(Preparation containing licorice)
(6) No improvement in symptoms even after taking the drug for days (Preparation
containing

more

than

40mg

of

1-day

maximum

compound

amount

as

glycyrrhizinate or more than 1 g as licorice)
(7) No improvement in symptoms even after taking the drug for about 2 weeks(in
the case of the preparations only made of yeast

ㆍviable bacteria preparation and

herb medicine of stomachic, digestant, 2 weeks can be changed into 1 month)
5) Other precautions for taking this drug

ㆍ

(1) Follow the determined directions dose
(2) Administer this drug to children under the direction and supervision by a
guardian when this drug is administered to children(in the case in which there is
usage for children).
(3) Do not continue to take this drug for a long time (Preparation containing more
than 40mg of 1-day maximum compound amount as glycyrrhizinate or more
than 1 g as licorice).
(4) Those who are having limited sodium diets. (Preparation containing sodium)
(5) This pharmaceutical is resistant to several antibiotics except tetracycline,
however, it is sensitive to small doses of ampicillin, chloramphenicol, and
cephaloreading. (Preparation containing Enterococcus Faecium strain Cernelle 68
of pro-biotics)

6) Precautions for storage
(1) Keep out of the reach of children.
(2) Keep out of direct sunlight and store in a moistless and cool (airtight)
container.(The details in the brackets are written depending on needs). Keep out
of direct sunlight and store in a moistless and cool (airtight) container.
(3) Do not put this drug in another container in order to prevent misuse and to

preserve the quality. (when there is no possibility of misuse as the indications
are well made, there is no need for writing the precautions.).

<Intestinal medicine>
Instructions for use of antacid, stoamchic and digestant are as follows.
1) Those of the following cases are advised not to take this drug.
(1)

Patients

who

are

receivingdialysis

treatment(Preparation

containing

dry

hydrationaluminium gel, hydrationaluminium gel, silicic acid aluminincmagnesium,
synthesis

silicic

acid

aluminium,

(synthesis)hydrotalcite,

ㆍ

hydrationaluminium

carbonic acidmagnesium mixed dried gel, metasilicic acid aluminincmagnesium)
(2) Lactating women(because of movement from breast milk, infant’s pulse can
become rapid)(Preparation containing scopolia extract)
(3) Children under 7 in full age (capsules, tablets(except for chewable tablet and
effervescent tablet) and pills)
2) While taking this drug, do not take the following drugs.

ㆍ

stomach painkilling antispasmodic medicine(Preparation containing scopolia extract)
3) Those of the following cases are advised to consult with a doctor, dentist and
pharmacist before taking this drug.
(1) Those who have ever had allergic symptoms(rash, redness from bloodshot,
itchiness and etc.)(Preparation containing scopolia extract)
(2) Patients who are receiving treatment from a doctor
(3) Those with medical history of kidney disease (Preparation containing dry
hydrationaluminium gel, hydrationaluminium gel, silicic acid aluminincmagnesium,

ㆍ

synthesis silicic acid aluminium, (synthesis )hydrotalcite, hydrationaluminium
carbonic acidmagnesium mixed dried gel, metasilicic acid aluminincmagnesium )

(4) Senior citizen, and those with difficulty in urination symptom(Preparation
containing scopolia extract)
(5) patients who are diagnosed with glucoma and heart disease (Preparation
containing scopolia extract)
(6) When it is administered to infants under 3 months in full, receiving diagnosis by
a doctor is prioritized(granule, powder(microgranules is included), effervescent
tablet, oral solution).
(7) Pregnant woman or women with a possibility of being pregnant(Preparation
containing ursodeoxycholic acid, scopolia extract)

4) In the following cases, immediately stop taking this drug, and consult with doctor,
dentist and pharmacist. Bring this attached document at consulting.
(1) When there are allergic symptoms(rash, itchiness and etc.) because of this
drug(Preparation containing scopolia extract)
(2) When there is a symptom of dry lips(Preparation containing scopolia extract)
(3) When there symptoms of constipation or diarrhea while taking this drug(writing
in the preparation containing antacid depending on needs)
(4) No improvement of symptoms even after 2 weeks(in the case of the preparation
made only of yeast

ㆍviable bacteria preparation, herb medicine, 2 weeks can be

changed into 1 month)
5) Other precautions for taking this drug
(1) Follow the determined directions·dose.
(2) Administer this drug to children under the direction and supervision by a
guardian when this drug is administered to children(in the case in which there is
usage for children).
(3) Do not continue to take this drug (Preparation containing dry hydrationaluminium
gel, hydrationaluminium gel, silicic acid aluminincmagnesium, synthesis silicic acid

ㆍ

aluminium, (synthesis )hydrotalcite, hydrationaluminium carbonic acidmagnesium
mixed dried gel, metasilicic acid aluminincmagnesium).
(4) This pharmaceutical is resistant to several antibiotics except tetracycline, however,
it is sensitive to small doses of ampicillin, chloramphenicol, and cephaloreading.
(Preparation containing Enterococcus Faecium strain Cernelle 68 of pro-biotics)

6) Precautions for storage
(1) Keep out of the reach of children.
(2) Keep out of direct sunlight and store in a moistless and cool (airtight)
container.(The details in the brackets are written depending on needs).
(3) Do not put this drug in another container in order to prevent misuse and to
preserve the quality. (when there is no possibility of misuse as the indications
are well made, there is no need for writing the precautions.).

<Diarrhea remedy>
Diarrhea remedy’s instructions for use are as follows.
1) Those of the following cases are advised not to take this drug.

(1) Pregnant woman or women with the possibility of being pregnant, lactating
women, newborn baby(Preparation containing berberine or albumintannate)
(2) Those with medical history of hypersensitivity to this drug (Preparation containing
albumintannate)
(3) Those with bleeding or ulcer (Preparation containing bismuthsubsalicylate)
(4) Patients who show allergic reaction to salicylic acid or those who are taking
drugs containing salicylic acid(Preparation containing bismuthsubsalicylate kinds)
(5) Patients who are receiving dialysis treatment (dry hydrationaluminium gel,
hydrationaluminium gel, silicic acid aluminincmagnesium, synthesis silicic acid

ㆍ

aluminium, (Preparation containing synthesis )hydrotalcite, hydrationaluminium
carbonic acidmagnesium mixed dried gel, metasilicic acid aluminincmagnesium)

(6) Children under 7 in full age(capsules, tablets(chewable tablet and effervescent
tablet are excluded) and pills)
(7) This drug should not be administered to infants under 3 months in full. In
addition, even when the infants of 3 months or more, the infants under 1 in
full, receiving a diagnosis by a doctor is prioritized, and it is desirable to
ensure that such infants do not take the drug. (granule, powder(including
microgranules), effervescent tablet, infusion·decoction and oral solution).
2) While taking this drug, do not take the following drugs.

ㆍ

Stomach painkilling antispasmodic medicine(Preparation containing scopolia extract)
3) Those of the following cases are advised to consult with a doctor, dentist and
pharmacist before taking this drug.
(1) Those who have ever had allergic symptoms(rash, redness from bloodshot,
itchiness and etc.)(Preparation containing scopolia extract)
(2) Diarrhea patient with fever, senior citizen, blood excrement patient or patient
with constant mucous stool
(3) High blood pressure patient, cardian disorder or kidney disorder patient,
edema(swelling)patient(Preparation

containing

more

than

40mg

of

1-day

maximum compound amount as glycyrrhizinate or more than 1 g as licorice)

ㆍ

(4) Patient with stomach duodenum ulcer (Preparation containing bismuthsaline)(Preparation
containing bismuthsubsalicylate is excluded)
(5) Those who are allergic to milk(Preparation containing albumintannate)
(6) Pregnant women or women with a possibility of being pregnant(bismuth salts
or Preparation containing Corydalis yanjusuo)) [However, preparations containing
the ingredients corresponding to 1) (1) and 3) (6) at the same time shall be

indicated 1) (1) out of 1) (1) and 3) (6).

(7) Children(as the preparation containing bismuthsaline, when there is a usage for
children)
(8) Those who are taking other drugs.
(9) Those who have medical history of kidney disease(Preparations containing dry
hydrationaluminium gel, hydrationaluminium gel, silicic acid aluminincmagnesium,

ㆍ

synthesis silicic acid aluminium, (synthesis )hydrotalcite, hydrationaluminium

carbonic acidmagnesium mixed dried gel, metasilicic acid aluminincmagnesium )
4) In the following cases, immediately stop taking this drug, and consult with doctor,
dentist and pharmacist. Bring this attached document at consulting.
(1) The case in which allergic symptoms because of taking this drug(rash, itchiness
and etc.)(Preparation containing scopolia extract)
(2) When there is a symptom of dry lips while taking this drug in rare
cases(Preparation containing scopolia extract)
(3) When there are symptoms such as constipation or diarrhea while taking this
drug(writing in the preparation containing antacid depending on needs)
(4) When there are loss of appetite, displeasure in stomach while taking this drug
(Preparation containing guaiacol, creosote)
(5) When urine decreases, face and hands and feet swell, hands become stiff, blood
pressure increases, and headache occurs after taking this drug(Preparation
containing

more

than

40mg

of

1-day

maximum

compound

amount

as

glycyrrhizinate or more than 1 g as licorice)
(6) When there are symptoms such as difficulty in breathing, rash, face edema in
rare cases after taking this drug(Preparation containing albumintannate)
(7) When there are symptoms such as constant ringing in the ears, damage to
hearing

ability,

diarrhea

after

taking

this

drug(Preparation

containing

bismuthsubsalicylate)
(8)

When

there

are

symptoms

such

as

Leigh

syndrome

after

taking

this

drug(Preparation containing bismuthsubsalicylate)
(9) No improvement in symptoms even after taking the drug for days (Preparation
containing

more

than

40mg

of

1-day

maximum

compound

amount

as

glycyrrhizinate or more than 1 g as licorice)
(10) No improvement in symptoms even after administration for several days(in the
case of the preparation made only of viable bacteria preparation and herb
medicine(phellodendron bark, and gold thread are excluded), when there are no
improvements in symptoms for 2 weeks or 1 month, and in the case of the

preparation containing bismuth saline, when there are no improvement in
symptoms even after administration many times)
5) Other precautions for using this drug
(1) Follow the determined usage·dose
(2) Administer this drug to children under the direction and supervision by a
guardian when this drug is administered to children(in the case in which there is
usage for children).
(3) When there is acute and severe diarrhea or when there is diarrhea accompanied
with symptoms such as nausea, stomachache, abdominal distension and etc. ,
trying to stop diarrhea with this drug may worsen the disease. Therefore, in this
case, it is advised to consult with a pharmacist or doctor. (diarrhea remedy
mainly of astringent).
(4) Do not drink while taking this drug.(Preparation containing bismuth saline).
(5) Do not continue to take this drug for a long time(Preparation containing more
than 40mg of 1-day maximum compound amount as glycyrrhizinate or more
than 1 g as licorice).
(6) Do not take this drug for more than 3 days(Preparation containing bismuthsaline).
(7) Do not take this drug for more than 1 week(Preparation containing phellodendron
bark, gold thread and berberine).[However, in the case of the preparation
containing (6) and (7), (6) is written]
(8)

When

this

drug

is

take

with

sufficient

water,

dehydration

can

be

prevented.(Preparation containing kaoline).
(9) This pharmaceutical is resistant to several antibiotics except tetracycline, however,
it is sensitive to small doses of ampicillin, chloramphenicol, and cephaloreading.
(Preparation containing Enterococcus Faecium strain Cernelle 68 of pro-biotics)

6) Precautions for storage
(1) Keep out of the reach of children.
(2) Keep out of direct sunlight and store in a moistless and cool (airtight)
container.(The details in the brackets are written depending on needs).
(3) Do not put this drug in another container in order to prevent misuse and to
preserve the quality. (when there is no possibility of misuse as the indications
are well made, there is no need for writing the precautions.).
<Antispasmodic>
Instructions for use of antispasmodic are as follows.

1) Those of the following cases are advised not to take this drug.
(1) Children under 6 in full age (Preparation containing aminobenzoic acidethyl)
(2)

Patient

who

are

receiving

dialysis

treatment

(Preparation

containing

dry

hydrationaluminium gel, hydrationaluminium gel, silicic acid aluminincmagnesium,

ㆍ

synthesis silicic acid aluminium, (synthesis )hydrotalcite, hydrationaluminium
carbonic acidmagnesium mixed dried gel, metasilicic acid aluminincmagnesium)

(3) Lactating women(because of movement from breast milk, infant’s pulse can
become rapid)(Preparation containing scopolia extract)
(4) Children under 7 in full age(capsules, tablets(chewable tablet and effervescent
tablet are excluded) and pills)
(5) This drug should not be administered to infants under 3 months in full. In
addition, even when the infants of 3 months or more, the infants under 1 in
full, receiving a diagnosis by a doctor is prioritized, and it is desirable to
ensure that such infants do not take the drug.(granule, powder(including
microgranules), effervescent tablet, infusion·decoction and oral solution).
2) Do not take the following drugs while taking this drug.

ㆍ

Preparation containing scopolia extract and other stomach painkilling antispasmodic
medicine
3) Those of the following cases are advised to consult with a doctor, dentist and
pharmacist before taking this drug.
(1) Those who have ever had allergic symptoms(rash, redness from bloodshot,
itchiness and etc.) because of drugs
(2) Cardian disorder patient, glucoma(Preparation containing pain in the eyes,
sand-blindness

and

etc.)

or

dysuria

patient,

weakling

or

senior

citizen(parasympatholytic)
(3) High blood pressure patient, senior citizen, cardian disorder or kidney disorder
patient, edema(swelling) patient(Preparation containing more than 40mg of 1-day
maximum compound amount as glycyrrhizinate or more than 1 g as licorice)
[However, the preparation containing (2)and (3) simultaneously, it is written in
combiation.]
(4) Pregnant woman or women with a possibility of being pregnant
(5) Those who are taking other drugs.
4) In the following cases, immediately stop taking this drug, and consult with doctor,
dentist and pharmacist. Bring this attached document at consulting.

(1) When there are allergic symptoms(rash, itchiness and etc.) after taking this drug
(2) There can be symptoms such as thirst, constipation after taking this drug. In
addition, whern there are headache, hot flush, photophobia, dysuria and etc.
(Preparation containing parasympatholytic) after taking this drug
(3) When urine decreases, face and hands and feet swell, eyelids become heavy,
hands become stiff, blood pressure increase, and headache occurs after taking
this drug.(Preparation containing more than 40mg of 1-day maximum compound
amount as glycyrrhizinate or more than 1 g as licorice)
(4) No improvement in symptoms even after taking the drug many times
5) Other precautions for using this drug
(1) Follow the determined directions·dose
(2) Administer this drug to children under the direction and supervision by a
guardian when this drug is administered to children(in the case in which there is
usage for children).
(3) As dim eyesight, photophobia and etc. can occur after taking this drug, it is
advised not to drive a car or manipulate machines accompanied with risks.
Therefore, precaution is required. (Preparation containing parasympatholytic).
(4) Do not continue to take this drug for a long time(Preparation containing more
than 40mg of 1-day maximum compound amount as glycyrrhizinate or more
than 1 g as licorice).
(5) This pharmaceutical is resistant to several antibiotics except tetracycline, however,
it is sensitive to small doses of ampicillin, chloramphenicol, and cephaloreading.
(Preparation containing Enterococcus Faecium strain Cernelle 68 of pro-biotics)

6) Precautions for storage
(1) Keep out of the reach of children.
(2) Keep out of direct sunlight and store in a moistless and cool (airtight)
container.(The details in the brackets are written depending on needs).
(3) Do not put this drug in another container in order to prevent misuse and to
preserve the quality. (when there is no possibility of misuse as the indications
are well made, there is no need for writing the precautions.).

[Table 1]
Classification

Active drug substance name

one-day maximum
dosage(g)

silicic acid magnesium
synthesis silicic acid aluminium
silicic acid aluminincmagnesium
metasilicic acid aluminincmagnesium
oxide of magnesium
midium quality oxide of magnesium
hydrationmagnesium
hydrationaluminium gel

6
10
4
4
1
1
2.4
as 30 mL(oxide of
aluminium of 1.2g)
dry hydrationaluminium gel
3
h yd r a t i on a l u mi ni u m c a r b o ni c
2
acidhydrogensodium coprecipitation substance
hydrationaluminium carbonic acidmagnesium
3
mixed dried gel
Paragraph 1 hydrationaluminium carbonic acidmagnesium
4
inorganic
carbonic
acidcalciumcoprecipitation
Paragraph
antacid
substance
3
phosphoric acid hydrogencalciumhydrate
2.4
anhydrousphosphoric acid hydrogencalcium
2
antacid
carbonic acidmagnesium
2
midium quality carbonic acidmagnesium
5
carbonic acidhydrogensodium
3
aqueous carbonic acid calcium
4
(synthesis )hydrotalcite
3
ostrea
3
Sepiae Endoconcha
3
Haliotis diversicolor
1.8
dihydroxyaluminiumcarbonic acidsodium
3
carbonic acidcalcium
1.6
bismuthsubcarbonic acid salt
8
phosphoric aluminium gel

ㆍ

Ⅰ

ㆍ
ㆍ

ㆍ
ㆍ

Paragraph 2 glycine
glycine dihydroxyaluminiumaminoacetatehydrate
Paragraph 3 scopolia extract

0.9
3
30mg

Classification

Active drug substance name
dried ginger

Column

Ⅱ

stomachi
c

Paragraph

Ⅰ

herb medicine

one-day maximum dosage(g)
original herb
powder
medicine*
3
1

gentiana

1.5

0.5

cinnamon

5

1

rampike

5

0.5

pepper

-

0.1

betony

8

3

aloe

-

0.15

swertia

1.5

0.05

rhubarb

0.2

0.1

bitter orange peel

5

3

garlicextract

-

0.2

elecampane

3

1

mint

3

1

ginseng

6

3

atactylodis rhizoma white

5

2

zedoaria

3

3

axoneme

3

1

Chinese pepper

3

1

ginger

3

1

cardamon

3

1

evodia

3

1

combind spicebush

5

1

gentian

1.5

0.5

tumeric

6

2

gall bladder of a bear

-

0.5

nutmeg

3

1

Alpiniae Oxyphyllae Fructus

3

1

perilla frutescens

2

1

dried clove buds

2

0.5

5

2

Immaturus

5

2

poncirus

5

3

5

2

5

3

Aurantii

dried orange peel(
atractylodes root

Fructus

陳皮)

natsudaidai peal
condurango
calumba
Indian long pepper
nut vomica extract
hop
red ginseng
gold
gold thread
phellodendron bark
fennel seed
silver magnolia
black pepper
anise fruit
broad betony
sweet flag
atractylodes root
octagon fennel seed
Alpinia officinarum
cinnamon oil

9

3

5

1.5

2

0.5

-

0.03

3

1

6

3

6

3

3

1.5

3

3

3

1

5

1.5

5

1.5

3

1

8

3

6

2

5

2

3

1

3

1
0.03

lemon oil

0.03

dl-menthol

0.18

l-menthol

0.18

one-day maximum dosage(g)
original
Classification

Active drug substance name

herb

powder

medicine*
Paragraph
Column

Ⅰ

herb medicine

Ⅱ

mint oil

0.03

cardamon oil

0.03

dried clove buds oil

0.02

fennel seed oil

0.08

DL-carnitinehydrochloride

0.6

dried yeast
glutamic acidhydrochloride

10
1.8

betainehydrochloride

0.6

Paragraph 2
strong

stomach function

stomach

controlling agent

madicine

Paragraph 3
Paragraph 4
powder

*It is made into extracts of preparation in the aforementioned original herb medicine.
Classification

Active drug substance name

1-day maximum unit
note)
starch saccharification
power

starch digestive enzymes

250unit

starch dextrinization
power

210uni t

starch liquefaction power
Paragraph 1
digestive
Column

Ⅲ

enzymes

protein digestive enzymes
fat digestive enzymes

digestive
fibrin digestive enzymes

Active drug substance name
Paragraph 2
cholagogue

dehydchol acid

3 6 0 u n i t
protein digestive
power
1,500unit
fat digestive power
1 0 0 u n i t
Fibrin saccharolytic
power

13unit

Fibrin disintegration
power
25unit
one-day maximum
dosage(g)
0.5

bile-esculin agarextract(horse)

0.5

ursodeoxycholic acid

0.06

gall bladder of a bear

0.5

note) The test method to measure digestive power of each digestive enzyme is separately
determined.
Classification
Paragrap
h 1
Colum Paragrap
h 2
n
intestin
al drug herb
medicin
e

Ⅳ

Active drug substance name

one-day minimum dosage
1×106

intestinal viable bacterial ingredient

one-day maximum dosage(g)
original herb
powder
medicine*

cassia seed
catechu
prunus mume
Geranii Herba
malotus bark

10
10
10
5

3
2
3
3
1.5

*It is made into extracts of preparation in the aforementioned original herb medicine.
Classification

Paragrap
h 1
disinfect
ant

Paragrap
Colum
n

Ⅴ

antidia
rrheal

h 2
astringen
t
Paragrap
h 3
absorben
t
Paragrap
h 4

Active drug substance name

one-day maximum dosage(g)

guaiacol

0.6

acrinolhydrate

0.3

berberine hydrate chloride

0.3

creosote

0.5

berberinetannate

0.3

bismuthsubsalicylate

3

bismuthsubnitrate

2

albumintannate

4

bismuthsubcarbonate

3

bismuthsubgallate

2

tannin acid

1.2

kaoline

10

pectin

0.6

chargoal

5

natural silicic acid aluminium

10

p

h

o

s

p

h

o

r

i

acidhydrogencalciumhydrate
lactic acidcalciumhydrate

covering

precipitated carbonic acid calcium

c

3
5
3

preparati
on
original herb

powder (g)

medicine(g)*

Paragrap
h 5
herb
medicine

sophora root

3

1.5

swertia

-

0.9

hawthorn

8

3

catechu

-

2

10

3

-

3

gold thread

3

1.5

phellodendron bark

9

3

Geranii Herba

10

3

prunus mume
nutgall

*It is made into extracts of preparation in the aforementioned original herb medicine.
Classification
Paragra
ph 1
parasy
Colu mpatho
lytic
mn

Ⅵ

Paragra

antal

ph 2
gic Paragra

spas

ph 3

molyt Paragra
ic
ph 4
herb
medici
ne

Active drug substance name

one-day maximum
dosage(mg)
60

belladonna extract
scopolia extract

60

dicyclominehydrochloride

30

isopropamideiodine

7.5

scopolaminehydrobromidehydrate

0.3

methylscopolaminebromide

4.8

papaverinehydrochloride

90

aminobenzoic acidethyl

0.6g
original herb

powder(g)

licorice

medicine(g)*
5

peony

5

2

corydaline

5

1.5

1.5

silver magnolia
5
1.5
*It is made into extracts of preparation in the aforementioned original herb medicine.

Classification
Paragraph 1
Paragraph 2
Paragraph 3

Ⅶ

Column
mucos
membrane
recovery
agent

Paragraph 4
Paragraph 5
Paragraph 6
Paragraph 7

Active drug substance name
water based azulene
aldioxa
glycyrrhizinate(monopotassium,
dipotassium and ammonium salt
are included)
glutamine
chlorphyllinecoppersodium
complex salt
L-histidinehydrochloridehydrate
methylmetioninesulfo chloride

one-day maximum
dosage(g)
0.006
0.3
(as glycyrrhizinate)
0.2
2
0.2
0.18
0.15

origina
l herb
powder(g)
medici
Paragraph 8
ne(g)*
licorice
5
1.5
corydaline
5
1.5
Column
dimethicon(simethicone)
0.17(0.18)
*It is made into extracts of preparation in the aforementioned original herb medicine.

Ⅷ

[Table 2]

Ⅱ(stoamchic)

1. Vitamin kinds that can be compounded with Column

and Column

Ⅲ

(digestant)
Drug substance name
vitamin B1and its derivatives and its salts*
*The kinds of ingredients are those in Column

Ⅳ

one-day maximum dosage
25 mg
of [Table 1] of Standard Manufacturing

Criteria for vitamin.
2. Vitamin kinds that can be compounded with Column
Drug substance name

Ⅳ(intestinal medicine)

one-day maximum dosage

nicotinic acidamid

5 mg

vitamin B1and its derivatives and its salts*

25 mg

pantothenic acidcalcium

30 mg

vitamin Cand its derivatives and its salts*

500 mg

vitamin B2and its derivatives and its salts*

12 mg

d-biotin

25 μg

vitamin B6and its derivatives and its salts*

50 mg

However, compounding is possible only when lactobacillus or bacillus coagulans are
compounded among d-biotin or nicotinic acidamide intestinal viable bacterial ingredient.
*Ingredient kinds are those in the columns

Ⅳ, Ⅴ, Ⅵ

and

Ⅷ

of [Table 1] of Standard

Manufacturing Criteria for vitamin.
3. Vitamin kinds that can be compounded with Column
Drug substance name

Ⅴ(diarrhea remedy)

one-day maximum dosage

vitamin B1and its derivatives and its salts*

25 mg

vitamin B2and its derivatives and its salts*

12 mg

*Ingredient kinds are those in the columns
Criteria for vitamin.

Ⅳ and Ⅴ of [Table 1] of Standard Manufacturing

[Table 3]
Conversion of the Volume by Age Classification Coefficient
Age Classification

coefficient

15 or more in full

1

11 or more in full
- under 15 in full

2/3

8 or more in full
- under 11 in full

1/2

5 or more in full
- under 8 in full

1/3

3 or more in full
- under 5 in full

1/4

1 or more in full
- under 3 in full

1/5

[Table 4]
Main ingredients

Ⅰ

Paragraph
antacid

Column

Ⅱ

stoamchic

Ⅲ
digestant
Column Ⅳ
intestinal medicine
Column Ⅴ
diarrhea remedy
Column Ⅵ
Column

Efficacy
hyperacidity,

heartburn,

ㆍ Effectiveness
displeasure

in

stomach,

stomach

distension
upset stomach, nausea, vomit, gastralgia, belching up a bit of
sour vomit
loss of

appetite(loss

of

appetite),

stomach

distension,

indigestion,
overeating, upset stomach, nausea, vomit
stomach distension from indigestion, loss of appetite(loss of
appetite), overeating, upset stomach, digestant, indigestion
intestinal, constipation, loose feces, abdominal distension,
enteric abnormal zymosis
diarrhea, diarrhea with stomachache1), upset stomach, loose
feces, vomit
gastralgia, stomachache

antispasmodic
, birth pain, hyperacidity, heartburn
note limited to the case in which scopolia extract is included in parasympatholytic of
1)

antispasmodic
[Table 5]
A. Acid-consuming capacity test method
Acid-consuming capacity test method is the test method to calculate the acid-consuming
capacity of raw ingredients of drugs and preparations, which indicates the acid-consuming
action with the reaction with stomach acid. When the test is conducted according to the
following method, raw ingredients are indicated in 0.1 mol/Lhydrochloric acid consumption
amount(mL)

corresponding

to

its

1

g,

and

the

preparation

is

indicated

in

0.1

mol/Lhydrochloric acid consumption amount(mL) corresponding to the 1-day dosage of the
usage and amount.
Prescription of specimen
o solid preparation suitable for regulations of raw ingredients and powder of General
Provision
The specimen itself is used. However, what is packed in separate bags, more than 20 bags
are taken. And the weight of the contents are precisely calculated. The average weight of the
contents per 1-day dosage is calculated, and mixed evenly to be used as specimen.
o Solid preparation not suitable for the regulation of powder of General Provision
Separately packed granule and etc. are taken by more than 20 bags, and the contents are
precisely weighed. The average weight per 1-day dosage is calculated, and they are made into
powders to be specimen. Among what is not separately packed, regarding granuleand etc.,
more than 20 dosages are taken and made into powders to be specimen. Regarding capsules,
tabletsand etc., more than 20 capsules(tablets) are taken, and the contents are precisely
weighed. The average weight per 1-day dosage is calculated, and they are made into powders
to be specimen.
o Liquid preparation
It is well shaken and mixed to be made into specimen.
Manipulation method
With calculation formula, the amount of specimen in which the amount of a becomes 20 ~
30 mL is taken and tested.
Raw ingredients or solid preparation’s specimen is precisely weighed and put into Erlenmeyer
flask of 20 mL. 0.1 mol/Lhydrochloric acid 100 mL is precisely put in it. With a cap placed,
it is shaken at 37 ±2

℃

for 1 hour and filtered. (However, when there is gas after 0.1

mol/L hydrochloric acid is put in, precautions are required and a cap is placed. ). After it is

cooled, it is filtered when necessary. The remaining 50 mL is precisely taken, and excessive
hydrochloric acid of 0.1 mol/L hydrationsodium solution is titrated(pHmeasuring method, end
effect point pH 3.5). In the same way, a blanket test is conducted.
Liquid preparation’s specimen is precisely taken, and 100 mL is put in a flask and water is
added to be 45 mL. As it is shaken and mixed, 0.2 mol/L hydrochloric acid 50 mL is
precisely put in, and water is added to be exact 100 mL. And it is put in Erlenmeyer flask
of 200 mL. The remnant is cleaned with water of 20 mL, and a cap is placed. It is shaken
and mixed

37 ± 2

℃ for 1 hour and it is filtered. The remaining 60 mL is precisely taken,

and excessive hydrochloric acid of 0.1 mol/L hydrationsodium solution is titrated(pHmeasuring
method, end effect point pH 3.5). In the same way, a blanket test is conducted.
acidity of preparation(0.1 mol/L hydrochloric acid consumption amount / l g or 1-day
dosage)(mL) = (b-a)f×2×t/s
a : 0.1 mol/L hydrationsodium solution consumption amount(mL)
b : at the time of blanket test 0.1 mol/L hydrationsodium solution consumption
amount(mL)
f : 0.1 mol/L hydrationsodium solution’s normality Coefficient
t : raw ingredients는 1000 mg, preparation is 1-day dosage(in the case of solid preparation, the unit
is mg, in the case of liquid preparation, the unit is mL)
s : specimen’s amount (in the case of raw ingredients and solid preparation, the unit is mg,
in the case of liquid preparation, the unit is mL)
B. Digestive power test method
Digestive power test method is the method to measure starch digestive power, protein
digestive power 및 fat digestive power of raw ingredients of digestive enzymes and
preparations.
1. Starch digestive power test method
Measuring of starch digestive power is conducted according to the following starch
saccharification power measuring method, starch dextrinization powermeasuring method
or starch liquefaction power measuring method.
(1) Atarch saccharification power measuring method
Starch saccharification power is measured by calculating the reducing power which
increases according to the cut of glocoside combination when amylase is acted on
starch. As for the unit, 1 starch saccharification power unit is used and it indicates the
reducing power corresponding to the glucose of 1 mg for a minute when a test is
conducted according to the manipulation method.

Prescription of test liquid
When a test is conducted according to the manipulation method, to ensure that the increase of
reducing power is the test liquid concentration within the scope proportional to test liquid
concentration, in specimen, water of proper amount or each raw ingredient and buffer liquid
or saline solution separately regulated for each preparation is melted to be test liquid. The
concentration is usually about 0.4 - 0.8 starch saccharification power unit/ mL. It is filtered
depending on need.
Prescription of substrate solution
Potato starch test solution for starch digestive power test is used. However, instead or 1

ㆍacetic

mol/L acetic acid

acidsodiumbuffer liquid(pH 5.0) 10 mL, buffer liquid or saline

solution 10 mL separately regulated for each raw ingredient and each preparation.

Manipulation method

℃

Substrate solution of 10 mL is precisely taken, and it is heated at 37 ± 0.5
for 10
minutes. Test liquid of 1 mL is precisely put in it, and soon it is mixed as it is shaken. This
liquid is left for 10 minutes exactly at 37 ± 0.5
. Alkali tartaric acid solution pairing test
solution of 2 mL for starch digestive power test is precisely put in it, and it is soon mixed
as it is shaken. The same amount of 2mL of paring test solution for starch digestive power
is precisely take, and mixed as it is shaken lightly. It is heated for 15 minutes exactly in
water bathing, and it is cooled to 25
or lower with flowing water. In this, thick
iodinization potassium solution of 2 mL and dilute sulfuric acid(1 6) of 2 mL are precisely
put in. Separated iodine is titrated with tiosulfuric acidsodium of 0.05 mol/L. However,
titration end effect point is the tme when the titration is near the end effect point, and the
blue color is removed with 1~2 drops of starch soluble test solution. Instead of substrate
solution, water of 10 mL is taken and titration is made in the aforementioned method.(b mL)

℃

℃

starch saccharification power (unit / g) = glucose amount(mg) ×

→




×





glucose(mg) = (b-a) × 1.6
W : specimen amount(g) of test liquid of 1 mL
(2) Starch dextrinization powermeasuring method
Starch dextrinization power is calculated by measuring the reduction of titration by starch
iodinization according to the low molecular of ingredient of straight chain(amylose) in
starch when amylase is acted on starch. As for the unit, 1 starch dextrinization power
unit is used and it reduces the titration by potato starch's iodine of 10% per minute

when a test is conducted on the condition of the manipulation method.
Prescription of test liquid
When a test is conducted according to the manipulation method, to ensure that the reduction
of titration of starch by iodine is the test liquidconcentration within the scope proportional to
test liquidconcentration, water of proper amount or buffer liquid or saline solution separately
regulated for each raw ingredient and for each preparation is put in and melt to be test
liquid. The concentration is usually dextrinization power unit/mL of about 0.2 ~ 0.5 starch
dextrinization power unit/mL. It is filtered when necessary.
Prescription of substrate solution
It is prescribed according to starch saccharification power measuring method.
Manipulation method

℃

Substrate solution of 10 mL is precisely taken, and it is heated at 37 ± 0.5
for 10
minutes. Test liquid of 1 mL is precisely put in it, and soon it is mixed as it is shaken. This
liquid is left for 10 minutes exactly at 37 ± 0.5
. This solution of exact 1 mL is taken,
and it is put in 0.1 mol/L hydrochloric acid of 10 mL. And it is immediately shaken and
mixed. This solution of exact 0.5 mL is taken, and it is put in 0.0004 mol/L iodine of 10
mL. And it is shaken and mixed. With water as contrast, it is tested according to the optical
density measuring method, and optical density A is measured at wavelength 660 nm. Instead
of separate test liquid, water of exact 1 mL is put in it, and optical density AB is measured
in the aforementioned manipulation.

℃

starch dextrinization power(unit / g) =

  


×





W : specimen amount(g) of test liquid of 1 mL
(3) Starch liquefaction power measuring method
Starch liquefaction power is calculated by measuring the lowering of viscosity from the
overall low molecular of starch when amylase is acted on starch. As for the unit, 1
starch liquefaction power unit is used, and it indicates enzyme amount which reduces
viscosity of substrate solution of potato starch of 1 g for 1 minute when a test is
conducted according to manipulation method by 2 times to 1 time of the viscosity of 50
%white sugar standard solution.
Prescription of test liquid
When a test is conducted according to the manipulation method, to ensure that the reduction

of viscosity is the test liquid concentration within the scope proportional to the specimen
concentration, in the specimen, water of proper amount or buffer liquid or saline solution
separately regulated for each raw ingredient and each preparation is melted to be test liquid.
The concentration is usually 0.15~0.25 starch liquefaction power unit/mL.
Prescription of substrate solution
Beforehand, potato starch of about 1 g is precisely measured, and dried at 105

℃

for 2

hours. The reduction of weight is measured. The potato starch corresponding to 15.00 g of
the converted dry material is precisely taken. Water of 300 mL is put in it, and it is shaken
and mixed. 2 mol/L hydrationsodium solution of 25 mL is put in and it is made to be the
glue form. It is immediately shaken, and heated in water bathing for 10 minutes. It is cooled,
and neutralized precisely with 2 mol/L hydrochloric acid. Buffer liquid of 50 mL and water
separately regulated for each raw ingredient and each preparation is put in it to be exact 500
g. It is made when it is used.
50% white sugar standard solution
In white sugar of 50.0 g, water is put and melted.
Manipulation method
50%white sugar standard solution of 50 mL is put in 100 mL Erlenmeyer flask. It is left at
37 ± 0.5

℃ for 15 minutes. The viscometer indicated in the next figure is attached vertically

to the extent that the lower part reaches the bottom of the flask, and the water of the
thermostat is circulated to the external wall. 50 % white sugar standard solution is silently
absorbed to about the middle of the upper part of the viscometer. By emulsifying through
gravity, the travel time(t1 second) between lines up and bottom is measured. Next, the
substrate solution of 50 g is precisely measured, and 100 mL is put in Erlenmeyer flask. It is
left in a thermostat for 20 minutes, and test liquid of exact 1 mL is put in it. It is shaken
and mixed. To the extent that the lower part of the viscometer reaches the bottom, the
viscometer is attached vertically, and the water of the thermostat is circulated to the external
wall. The reaction solution is silently absorbed to the middle of the upper part of the
viscometer, and when it is emulsified by gravity, the travel time(t1 second) between lines up
and bottom is measured. Until the t is shortened by the already calculated t1, the manipulation
is repeated. For each measuring, the time from the time when the test liquid is put in and
until the time when the liquid surface passes through the upper line is recorded(T second).
(T+t/2) is the reaction time(T) corresponding to t, and t1 from inscribing and T1
corresponding to (2×t1) is calculated by drawing the curves of t and T.

and

T2

starch liquefaction power(unit / g) =


 
×
  


W : specimen amount(g) of test liquid of 1 mL
2. Protein digestive power test method
Protein digestive power calculated by colorimeter method through Pauline reaction of the
breakdown product of acid soluble low molecular which increases through peptide bond
cutting when protease is acted on ceseine. As for the unit, 1 protein digestive power unit is
used and it is the enzyme amount indicating the increase in Pauline test solution coloring
substance corresponding to tyrosine 1

㎍ for 1 minute when a test is conducted according to

the condition of the manipulation method.
Prescription of test liquid
When a test is conducted according to the manipulation method, to ensure that the increase in
non-protein Pauline test solution coloring substance is the test liquid concentration within the
scope proportional to test liquid concentration, in the specimen, water of proper amount or
buffer liquid or saline solution separately regulated for each raw ingredient and each
preparation is put in and melted to be the test liquid. The concentration is usually about 15 30 protein digestive power unit/ mL.
Tyrosinequantity measuring
Tyrosine standard product is dried at 105

℃

for 3 hours, and its 0.050 g is precisely

measured. It is melted in 0.2 mol/L hydrochloric acid of 2 mL to be exact 50 mL. This
solution 1, 2, 3 and 4 mL are precisely taken, and 0.2 mol/Lhydrochloric acid is put in each
of them to be exact 100 mL. 2 mL of each solution is precisely taken, and 0.55 mol/L

→

carbonic acidsodium solution of 5 mL and dilute Pauline test solution (1 3) of 1 mL is put
in each. It is shaken and mixed, and left at 37 ± 0.5

℃ for 30 minutes. In this solution, 0.2

mol/L hydrochloric acid of 2 mL is precisely taken. With the solution earned in the
aforementioned say as a contrast, a test is conducted according to optical densitymeasuring
method. At wavelength 660 nm, optical density A1, A2, A3 and A4 are measured. Optical

㎍

density A1, A2, A3 on the vertical axis A4 on horizontal axis, tyrosine amount( ) of each
solution of 2 mL is used to make working curves. Regarding optical density difference 1,

㎍

tyrosine amount( ) is calculated.
Prescription of substrate solution
Substrate solution 1

Emulsifiable caseine of about 1 g is precisely measured, and it is dried at 105

℃

for 2

hours. The reduction of its weight is measured. Emulsifiable caseine corresponding to the
conversed dried material of 1.20 g is precisely measured. Lactic acid test solution of 12 mL
and water of 150 mL is heated and melted in water bathing. After it is cooled down in
flowing water, with 1 mol/Lhydrochloric acid or hydrationsodium solution, it is adjusted to the
pH regulated for each raw ingredient and each preparation. Water is put in it to make the
solution to be exact 200 mL. It is made when it is used.
Substrate solution 2
Emulsifiable caseine of about 1 g is precisely measured, and it is dried at 105

℃

for 2

hours. The reduction of its weight is measured. Emulsifiable caseine corresponding to the
conversed dried material of 1.20 g is precisely measured. Hydrogen sodium solution of 160
mL and

is heated and melted in water bathing. After it is cooled down in flowing water,

with 1 mol/Lhydrochloric acid or hydrationsodium solution, it is adjusted to the pH regulated
for each raw ingredient and each preparation. Water is put in it to make the solution to be
exact 200 mL. It is made when it is used.

Precipitation test solution
Trichloracetate solution A : In trichloroacetic acid solution of 7.20 g, water is put in and
melted to make the solution to be 100 mL.
Trichloracetate solution B : trichloroacetic acid 1.80 g and anhydrous acetic acidsodium 1.80 g
6 mol/Lacetic acid test solution of 5.5 mL andwater are put in to make the solution to be
100 mL.
Manipulation method
Substrate solution of 5 mL regulated in each raw ingredient and each preparation is taken
exactly. It is heated at 37 ± 0.5

℃ for 10 minutes.

Test liquid of 1 mL is precisely taken and put in it. It is shaken and mixed. This solution is
left at 37 ± 0.5
B of 5 mL

℃ for exact 10 minuites. Trichloracetate solution A or trichloracetate solution

regulated separately in each raw ingredient and each preparation is put in it and

shaken to be mixed. It is left at 37 ± 0.5

℃

for 30 minutes, and filtered. The first

remaining solution of 3 mL is discarded. The next remaining solution of 2 mL is precisely

→
of 1 mL are precisely put in it. It is immediately shaken and mixed. It is left at 37±0.5 ℃
taken. 0.55 mol/L carbonic acidsodium solution of 5 mL and dilute Pauline test solution(1 3)

for 30 minutes. Regarding this solution, with water as a contrast, a test is conducted
according to optical density measuring method. At wavelength 660 nm, optical density ATis
measured. Separately test liquid of 1 mL is precisely taken. Trichloracetateraw ingredients A

or trichloracetate solution B of 5 mL separately regulated for each raw ingredient and each
preparation is precisely put in it. It is shaken and mixed. Substrate solution of 5 mL
separately regulated for each raw drug and each preparation is precisely taken, and it is
immediately shaken and mixed. It is left at 37 ± 0.5

℃ for 30 minutes. Optical density A

B

is measured by manipulating it in the aforementioned method.
protein digestive power(unit / g)=(AT - AB) × F ×




×
×




W : specimen amount(g) of test liquid of 1 mL
F : tyrosine amount (

㎍) when optical density difference calculated in tyrosineworking

curve is 1
3. Fat digestive power test method
Fat digestive power is calculated by measuring the amount of fat acid created by the cut of
ester combination when lipase is acted on olive oil. As for the unit, 1 fat digestive power
unit is used, and it is the enzyme amount indicating the increase of fat acid of 1 μmole
for I minute when a test is conducted according to the condition of manipulation method.
Prescription of test liquid
When a test is conducted according to the manipulation method, to ensure that the increase in
the fatty acid is the test liquid concentration within the scope proportional to test liquid
concentration, in cold water of proper amount or buffer liquid or saline solution separately
regulated for each raw ingredient and each preparation, it is melted or suspended, and it is
used as test liquid. The concentration is usually 1 - 5 fat digestive power unit/mL.
Prescription of substrate solution
Mixed liquid of emulsion

ㆍolive

oil (3 : 1) of 200 - 300 mL is put in an emulsifying

machine. As it is cooled down to 10

℃

or lower, it is emulsified for 10 minutes by the

rotation of 12,000 - 16,000 per minute. This solution is left in a cool place for 1 hour. After
it is confirmed that the oil layer is not separated, it is used.
Prescription of emulsion
In polyvinyl alcohol of 20 g separately regulated for each raw ingredient and each
preparation, water of 800 mL is put in it and mixed. It is heated and melted at 75 - 80

℃

for about 1 hour. After it is cooled down, it is filtered when needed. Water is put in it to
make the solution to be exact 1000 mL.
Manipulation method
Buffer liquid of 4 mL which is separately regulated for each raw ingredient and each

preparation is precisely taken. It is put in Erlenmeyer flask and shaken. It is left at 37 ± 0.5

℃

for 10 minutes. Test liquid of 1 mL is precisely taken. It is immediately shaken and

mixed. This solution is left at 37 ± 0.5

℃

ㆍ

for exact 20 minutes. Ethanol acetone mixed

liquid(1:1) 10 mL is put in it. The solution is shaken and mixed. 0.05 mol/L hydrationsodium
solution of 10 mL is precisely put in it. Ethanol

ㆍacetone mixed liquid(1 : 1) of 10 mL is

again put in it. It is shaken and mixed. Excessive hydrationsodium is titrated with 0.05 mol/L
hydrochloric acid(b

mL) (indicator : phenolphthalein test solution 2~3 drops). Separately,

substrate solution of 5 mL and buffer liquid 4 mL separately regulated for each raw
ingredient and each preparation is precisely taken. It is put in Erlenmeyer flask. The solution
is shaken and mixed. It is left at 37 ± 0.5

℃

for 10 minutes. Ethanol

ㆍacetonemixed

liquid(1:1) of 10 mL is put in it. Test liquid of 1 mL is precisely taken. It is shaken and
mixed. In this, 0.05 mol/Lhydrationsodium solution of 10 mL is put in. It is manipulated and
measured in the aforementioned method. (a mL)
digestive power(unit / g) = 50 × (a-b) ×



×



W : specimen amount(g) of test liquid of 1 mL
Test liquid
0.08 mol/L iodine solution : In the iodine 10.0 g and iodinization potassium of 50 g, water
of 100 mL is put and it is melted in it. Water is put in it to make the solution to be exact
1000 mL. It is stored shield from the light. 0.0004 mol/L iodine solution : 0.08 mol/L iodine
test liquid of 1 mL is precisely taken. Water is put in to make the solution to be exact 200
mL. It is stored shield from the light. It is made when it is used.
lactic acid test liquid : in lactic acid of 120 g, water is put. It is melted in water to make
the solution to be 1000mL.
4. Fibrin digestive power test method
(1) Fibrin saccharolytic power test method
Fibrin saccharolytic power test method is the method to measure reducing power which
increases by the cut of glucoside combination when cellulase is acted on carboxylmethyl
cellulosesodium. The unit is 1Fibrin saccharolytic power and it is the enzyme amount
indicating the increase of reducing power amounting glucose of 1 μmol for 1 minute of
the early stage of reaction when cellulase is acted on carboxylmethyl cellulosesodium at
37

℃.

Test liquid prescription

When a test is conducted according to the manipulation method, to ensure that the increase in
reducing power is the test liquid concentration within the scope proportional to test liquid
concentration, in water of proper amount or buffer liquid or saline solution separately
regulated for each raw ingredient and each preparation. The concentration is usually about
0.02~0.08 Fibrin saccharolytic power unit / mL. In the case in which specimen does not melt
completely, it is immediately shaken and mixed. It is left for 1 hour. It is centrifuged. The
solution is used as test liquid. When necessary, instead of water, proper buffer liquid can be
used.
Glucose working curve
Beforehand glucose of about 1 g is precisely measured. It is dried at 105

℃

for 6 hours,

and the reduction of the weight is measured. Glucose corresponding to the dried material of
1,000 g is precisely measured. Water is put in it.

It is melted to make the solution to be

exact 10 mL. In each solution, glucose of 0.1 mg, 0.2 mg, 0.3 mg, 0.4 mg, and 0.5 mg

are

contained. Each solution of 1.0 mL, carboxylmethyl cellulosesodium solution of 4.0 mL and
the alkali solution of 2.0 mL are precisely taken. It is put in the 25 mL volume flask. It is
shaken and mixed. The volume flask is closed with a cap. It is heated for about 30 minutes
in water bathing. It is cooled in water. Arsenicmolybdenum acid test solution of 2.0 mL is
added. It is well shaken and mixed. In it, 5 mol/L hydrationsodium test solution of 3.0 mL is
put. It is shaken and mixed. The precipitation is melted. It is left for 20 minutes. Acetic acid

ㆍacetic acidsodiumbuffer liquid of pH 4.5 is put in it to make the solution to be exact 25
mL. The solution of 1 mL is precisely taken. Acetic acidㆍacetic acidsodiumbuffer liquid 9.0

mL of pH 4.5 is put in it. It is shaken and mixed. This solution is measured through optical
density A1, A2, A3, A4 and A5 at wavelength 750 nm. Separately, instead of glucose solution
of 1 mL, water of 1 mL is put in it. It is manipulated in the aforementioned method to
measure optical density A0. On the horizontal axis, optical density difference(A1-A0, A2-A0,
A3-A0, A4-A0 and A5-A0) is indicated, and on the vertical axis, glucose amount (mg) is
indicated to make working curve.
Manipulation method
Carboxylmethyl cellulosesodium solution of 4.0 mL is taken and it is put in 25 mL volume

℃ for 10 minutes. Test liquid of 1 mL is precisely taken and it is
put in the solution. It is immediately shaken and mixed. This solution is left at 37±0.5 ℃ for
flask. It is left at 37±0.5

exact 30 minutes. The alkali test solution of 2.0 mL is put in it. It is shaken and mixed.
With the cap on the volume flask, it is heated usually for 30 minutes during water bathing1).
It is cooled down in water. Arsenicmolybdenumacid test solution of 2.0 mL is put in it. It is
shaken and mixed well. In it, 0.5 mol/L hydrationsodium test solution of 3.0 mL is put. It is

ㆍacetic

shaken to melt the precipitation. It is left for 20 minutes. Acetic acid

acidsodium

buffer liquid of pH 4.5 is put in it to make the solution to be exact 25 mL. This solution of
1 mL is precisely taken. Acetate acetatesodium buffer liquid 9.0 mL of pH 4.5 is put in it. It
is well shaken and mixed. In this solution, regarding wavelength 750 nm, optical density
AT2)is measured. Separately, test liquid of 1 mL is precisely taken and it is put in 25 mL
volume flask. The alkali test solution of 2.0 mL is put in. It is shaken and mixed.
Carboxylmethyl cellulosesodium solution of 4.0 mL is put in it. It is shaken and mixed. It is
manipulated in the aforementioned method to measure optical density AB. Glucise amount
corresponding to AT and AB are calculated through glucose working curve. Each glucose mg
is established at gT and gB.
Fibrin saccharolytic power (unit / g) =

  


×



×



W : specimen amount(g) of test liquid of 1 mL
(note) 1) volume flask's inlet is completely under the water surface and it is firmly
fixed.
2) When the reducing sugar created through reaction converses the alkali solution
and create cuprous oxide, and arsenicmolybdenum solution is added,
cuprous oxide is melted, and molybdenum blue is developed.
(2) Fibrin disintegration power test method
Fibrin disintegration power test method to measure the time until the filtration paper is
completely collapsed when cellulase is acted on the filtration paper. As for the unit,
1000 Fibrin disintegration power unit is used and it is the enzyme amount which
completely collapses the filtration paper in 1 minute when cellulase is acted on the
filtration paper at 37

℃.

Equipment
(1) Monod formula constant temperature shanker : Monod formula constant temperature
shanker on the market is used. A test is conducted at rotation number of 65 rpm,
amplitude of 60 mm, and temperature of 3 ± 0.5

℃.

(2) L type test tube : The test tube in the figure below is used.
Test liquid

ㆍacetic

Acetic acid
referenced.

acid sodiumbuffer liquid Fibrin saccharolytic power test method is

Filtration paper
In the case of paper thickness of 0.29 - 0.31 mm, mass of 125 - 135/m2, rupture intensity of
1.2 - 1.8 kg/cm2, filtration time of 50 - 90 seconds/100 mL, absorption altitude of 8 - 9
cm/minute, porosity of 30 - 40 seconds/cm2/100 mL, ash of 0.05 % or less, α-fiber of 98.5
% or more, it is observed through a light source, the part which is dense and has even
thickness without foreign substances is used in the size of 1 cm x 1 cm.
Test liquid prescription
When a test is conducted according to the manipulation method, to ensure that the collapse of
the filtration paper is completed within the scope of 50-70 minutes, specimen is melted in a

ㆍacetic

proper amount of acetic acid

acidsodiumbuffer liquid to be test liquid. The

concentration is usually about 2.8 - 4.0 Fibrin saccharolytic power unit / mL. In the case in
which specimen does not melt completely, it is immediately shaken and mixed. It is left for
1 hour. It is centrifuged. The solution is used as test liquid.
Manipulation method
Test liquid of 5 mL is precisely taken, and put in 5 L shaped test tubes. It is installed in
the monod formula constant temperature shanker. It is left at 37 ± 0.5

℃

for 5 minutes. In

each of them, 2 sheets of filtration papers are put. It is immdiately shaken. At a proper time,
the collapse condition of the filtration paper is observed. The time until the filtration paper is
completely collapsed and becomes fine fibers I measured.

Fibrin disintegration power (unit / g) =


× 1,000
×

t : average time of the 3 measured time except for the shortest and longest times
which measure the time until the filtration paper completely collapse.(minute)
W : specimen amount(g) of test liquid of 5 mL

․ test solution
Acetic acidㆍacetic

Reagent
1)

acid sodium buffer liquid : in acetate sodium test solution, dilute

acetate is put in to adjust pH.(1 mol/L)
2) Alkali test solution : in sulfuric acid 4.0 g, anhydrous carbonic acidsodium 24 g,
carbonic acid hydrogen sodium 16 g, anhydrous sulfuric acidsodium 180 g and tartaric
acid potassium sodium of 12 g, water is put in to make the solution to be 900 mL.
This solution is heated for 10 minutes. Water is put in it to make the solution to be
1000 mL. It is sealed and left for 1 week. It is filtered in glass filter(g3) and it is
preserved with shading.
3) Sodium biarsenate[special grade]
4) Sodium biarsenate test solution : in sodium biarsenate 6.00 g, water is put in to make
the solution to be 50 mL.
5) Arsenicmolybdenum acid test solution : in ammonium molybdate of 50 g, water of 900
mL is put in. It is heated, melted and cooled down. Sulfuric acid of 42 mL is
precisely put in. In addition, sodium dihydrogenarsenate solution of 50 mL is put in.
Water is put in to make the solution to be exact 1000 mL. It is left at 37

℃

overnight.
6) Carboxylmethyl cellulosesodium(pharmacopoeia) : ether degree of 0.65 ± 0.03
7) Carboxylmethyl cellulosesodium solution
Beforehand carboxylmethyl cellulosesodium of about 1 g is precisely measured. It is dried
at 105

℃

for 4 hours, and the reduction of the weight is measured. Carboxylmethyl

cellulosesodium corresponding to water of 0.625 g is precisely measured. It is put in
Erlenmeyer flask of 100 mL. Water of 50 mL is put in it. It is heated, melted, and

ㆍacetic acidsodiumbuffer liquid 10 mL and water are put in it

cooled down. Acetic acid

to make the solution to be exact 100 mL.

Chapter 5 Antiemeticum Standard Manufacturing Practices
1. Scope

ㆍ

This criteria is applied to composite preparation of oral drug which indicates efficacy
effectiveness regarding antiemeticum, and oriental medicines are excluded.
2. Criteria

The criteria for antiemeticum are as follows. However, the preparations not suitable for

ㆍ

this criteria are evaluated individually according to the data of safety effectiveness and
reason for compounding.

1) Active drug substance kinds
(1) The kinds of active drug substances that can be compounded are those written in
[Table 1]. The size is what is written in

「Korean

」

Pharmacopoeia , official

compendium and formulary recognized by Minister of Food and Drug Safety or criteria
and test method notified by the Minister of Food and Drug Safety. However, in the
case of the size of vitamin, for enhancing stability, those used in domestic drugs as
separate size can be recognized. In the case of the size of herb medicine extract, the
size of antiemeticum, which is already used can be recognized.
(2) Active drug substance in each Column of [Table 1] can be compounded with each
other. The kinds of active drub substances that can be compounded in oral solution
are those in Column

Ⅰ, Ⅱ Paragraph 1, Ⅴ and Ⅶ.

(3) Any one ingredient among the ingredients of Paragraph 1 of Column
[Table 1] should be compounded.
(4) Compounding of active drug substances in Column

Ⅰ

and

Ⅱ

of

Ⅰ and Ⅴof [Table 1] is conducted

with up to 2 kinds. However, in the case of Paragraph 1 and Paragraph 2 of Column

Ⅴ, compounding is conducted with up to 1 kind in each Paragraph.
(5) Compounding of active drug substances in Column Ⅱ, Ⅲ, Ⅳ, Ⅵ and Ⅶ of [Table 1]
is conducted with up to 1 kind of each Column.
2) Amount of active drug substance
(1) One maximum dosage and one-day maximum dosage of each active drug substance are
those written in [Table 1].
(2) The lowest limit of one dosage in the case of compounding 1 kind of active drug
substance in Paragraph 1 of Column

Ⅰ

or

Ⅱ of [Table 1] is 1/2 of one maximum

dosage.
(3) The lowest limit of one dosage in the case of compounding 2 kinds of active drug
substance in Column

Ⅰ of [Table 1] is 1/5 of one maximum dosage, and the sum of

the values calculated when the compounded value is divided by one maximum dosage
is 1/2 or more and 1 or less.
(4) The lowest limit of one dosage in the case of compounding active drug substance in
Paragraph 1 of Column

Ⅰ and Ⅱ of [Table 1] is 1/5 of one maximum dosage, and

the sum of the values calculated when the compounded value is divided by one
maximum dosage is 1/2 or more and 1 or less.
(5) The lowest limit of one dosage in the case of compounding active drug substance in
Paragraph 2

ㆍ 3 of Column Ⅱ of [Table 1], Paragraph 1 ㆍ 2 of Column Ⅲ, Ⅳ,

Ⅴ, Ⅵ is 1/5 of one maximum dosage, and the lowest limit of one dosage of each

ingredient of Column

Ⅶ is 1/10 of one maximum dosage.

(6) In the case of compounding 2 kinds of active drug substances in Column V of [Table
1] , the sum of th values calculated when the compounded amount for each active
substance is divided by each one maximum dosage should not exceed 1.
(7) Compound amount of vitamin is seen in [Table 2].
3) Dosage form
Dosage

form includes capsules,

granule,

pills,

powder(microgranules

is

included),

tablets(chewable tablet, effervescent tablet are included) and oral solution. However, as for
chewable tablet of diameter of more than 1.5 cm, shapes other than round shape(donut
shape) with holes are not recognized.
4) Directions

ㆍDose

(1) As for usage, the drug is taken 1-3 times a day.
(2) Time for dose or interval for dose is written.
(3) The example of writing is as follows.

① In the case of once a day
Ⓐ For motion sickness prevention,

OO is taken once a day before (30 minutes, 30

minutes to 1 hour, 1 hour) of taking a car.

Ⓑ (in the case of taking a car for a long time, while in a car) for the purpose of
prevention, OO is taken once a day.

Ⓒ OO is taken once a day. However, for prevention of motion sickness, OO is taken
before (30 minutes, 30 minutes to 1 hour, 1 hour) of taking a car.

② In the case of twice or 3 times a day.
Ⓐ For motion sickness prevention, OO

is taken once a day before (30 minutes, 30

minutes to 1 hour, 1 hour) of taking a car. In addition, in the case of additional
taking of the drug (when necessary, when symptoms develop) OO is taken once a
day at the interval of 4 hours. The number of doses per day is limited to (2, 3)
times.

Ⓑ (in the case of taking a car for a long time, while in a car) for the purpose of
prevention, OO is taken once a day. In addition, in the case of additional taking
of the drug (when necessary, when symptoms develop) OO is taken once a day
at the interval of 4 hours. The number of doses per day is limited to (2, 3)
times.

Ⓒ OO is taken once a day with the limit of (2,3)times a day. The interval for dose
should be more than 4 hours. However, for motion sickness prevention, OO is
taken before (30 minutes, 30 minutes to 1 hour, 1 hour) of taking a car.

(4) The usage for a baby under 3 months is not recognized. In addition, as for preparation
containing aminobenzoic acidethyl, the usage for children under 6 in full is not
recognized, and as for the preparation containing prometazinehydrochloride, the usage
for children under 15 in full is not recognized.
(5) As for capsules, tablets(effervescent tablet is excluded) and pill, the usage for children
under 7 in full is not recognized in principle.
(6) One maximum dosage and one-day maximum dosage for children under 15 in full age
are the sum of the amount calculated when one maximum dosage and one-day
maximum dosage in [Table 1]is multiplied by the coefficient corresponding to the age
classification of [Table 3].
(7) For chewable tablet, "Take this medicine by melting or chewing it in the mouth" is
additionally written.
(8) For effervescent tablet, "Take this medicine necessarily by melting it in water" is additionally
written.

ㆍEffectiveness

5) Efficacy

ㆍ

Prevention and relief of dizziness vomit

ㆍheadache from motion sickness.

6) Packaging unit
The net content of a container for oral solution should be for one dosage, and it
should not exceed 30 mL in principle.
7) Storage method and Expiration date
Regarding storage method, the stability of the product is guaranteed. In the case of solid
preparations, an airtight container is used, and in the case of liquid preparations, a
hermetic container is used in principle. The expiration date is 3 years or less, and

「Regulation

」

on Pharmaceutical Approval, Notification and Review (Ministry of Food

and Drug Safety notification) regulations are applied.
3. Instructions for use
Instructions for use of antiemeticum are as follows.
1) Those of the following cases are advised not to take this drug.
(1) Children under 6 in full age (preparation containing aminobenzoic acidethyl )
(2) Children under 15 in full age (preparation containing prometazinehydrochloride)
[However, in the case of the preparation containing (1) and (2) simultaneously, only
(2) is written]
(3)Lactating women(preparation containing aminophylline, theophylline,
diphenhydraminehydrochloride, diphenhydraminesalicylate, diphenhydraminetannate,

dimenhydrinate or scopolia extract)
(4) Children under 7 in full age (capsules, tablets(effervescent tablet are excluded) and
pills)(When there is a usage for children)
(5) Infants under 3 in full age (granule, powder(microgranules is included), effervescent
tablet and oral solution)
(6) Children under 12 in full age (preparation containing meclizinehydrochloridehydrate)
2) Do not take the following drugs while taking this drug.
(1) Other antiemeticum, cold medicine, Antipyretic analgesic, antihistamine,tranquilizer,
Antitussive

expectorant,

stomach

ㆍ

painkilling antispasmodic

ㆍ

medicine

and

etc.

[However, regarding stomach painkilling antispasmodic medicine, limited only to the
preparation containing parasympatholytic]
(2)

External

preparation

containing

diphenhydramine

(preparation

containing

diphenhydramine)
3) Those of the following cases are advised to consult with a doctor, dentist, and pharmacist
before taking this drug.
(1) Those who have ever allergic symptoms(rash, redness from bloodshot, itchiness and etc.
) because of the drug
(2) Pregnant woman or women with a possibility of being pregnant, lactating women
(3) Glucoma(pain in the eyes, sand-blindness and etc. ) patient, dysuria patient(Preparation
containing antihistamine or difenidolhydrochloride)
(4) Cardian disorder patient, glucoma(pain in the eyes, sand-blindness and etc.) patient,
dysuria patient, weakling, senior citizens(Preparation containing parasympatholytic)
(5) Glucoma(pain in the eyes, sand-blindness and etc. ) patient (preparation containing
papaverinehydrochloride) [However, in the case of the preparations containing (3)~(5),
all of them are combined to be written.]
(6) Those who are taking other drugs.
(7) Patients who are suffering from respiratory diseases such as pulmonary emphysema or
chronic bronchial tube
(8) Epilepsy, thyrosis patient (Preparation containing diplophylline )
(9) Children with fever, children who have ever had convulsion (Preparation containing
teophylline, aminophylline and for which there are usage·dosage of children)
4) In the following cases, immediately stop taking this drug, and consult with doctor, dentist
and pharmacist. Bring this attached document at consulting.
(1) When there are symptoms such as rash, redness from bloodshot, itchiness, palpitation

and etc. because of the use of this drug [palpitation contains drugs of xanthine]
(2) When there are symptoms such as dysuria and etc. because of the use of this
drug(preparation containing diphenylpyralinesaline, dl-chlorpheniramine maleic acid or
d-chlorpheniramine maleic acid).
(3) When there are symptoms such as dysuria, photophobia, floating feeling, anxiety and
etc. because of the use of this drug(preparation containing diphenidolhydrochloride ).
(4) When there are symptoms such as headache, hot flush, photophobia, dysuria and etc.
because of the use of this drug(preparation containing parasympatholytic)
(5) When there are symptoms such as thirst, constipation, diarrhea and etc., or such
symptoms

get

worse

because

of

the

use

of

this

drug(preparation

containing

aminobenzoic acidethyl or piperidyl acetylaminobenzoic acidethyl). [However, in the
case of the preparations which contain the ingredients of (2)~(5), (1)~(5) are combined
to be written.]
(6) When there is a symptom of thirst because of the use of this drug(preparation
containing antihistamine and diphenidolhydrochloride)
(7) When there is a symptom of thirst or constipationbecause of the use of this
drug(preparation containing parasympatholytic or papaverinehydrochloride). [However, in
the case of the preparation containing (6) and (7) simultaneously, only (7) is written.]
5) Other precautions for taking this drug
(1) Follow the determined directions·dose
(2) Administer this drug to children under the direction and supervision by a guardian
when this drug is administered to children(in the case in which there is usage for
children).
(3) Do not administer this drug to children(in the case in which there is no usage for
children).
(4) As sleepiness may occur because of the use of this drug, it is advised not to drive a
car or manipulate machines accompanied with risks. Therefore, precaution is required.
(5) In the case of the remaining amount after dividing 1 bag, seal the bag well, and use
it within 2 days. (when there is a usage for division of a bag of drugs.)
(6) Do not drink alcoholic beverage while taking this drug (preparation containing
dimenhydrinate, diphenhydraminehydrochloride, meclizinehydrochloride,bromvalerylurea)
(7) There are reports suggesting that sudden infant death syndrome(SIDS) and sleep apnea
seizure when phenothiazine drug is administered to children(especially children aged 2
or less(preparation containing prometazinehydrochloride)
6) Precautions for storage

(1) Keep out of the reach of children.
(2) Keep out of direct sunlight and store in a moistless and cool (airtight) container.
(Write the details in the brackets when necessary).
(3) Do not put this drug in another container in order to prevent misuse and to preserve
the quality. (when there is no possibility of misuse as the indications are well made,
there is no need for writing the precautions.)
[Table 1]

Classification

Active drug substance name
dimenhydrinate

Paragraph

Ⅰ

one
one-daymaxi
maximum
mum
dosage
dosage
(mg)
(mg)
50
200

chlorpheniramine maleic acid

2

6

pheniramine malate

30

90

diphenydolhydrochloride

25

75

diphenylpyralinehydrochloride

4

12

diphenhydraminehydrochloride

50

150

meclizinehydrochloridehydrate

50

75

hydrochloric acidprometazine

25

50

diphenhydraminetannate

150

450

diphenhydraminesalicylate

60

180

piprinhydrinate

3

9

0.25

0.50

20

60

20

60

10

30

isopropamid iodide

2.5

7.5

methylscopolamine bromide

1.6

4.8

30

90

100

300

piperidylacetylaminobenzoic acidethyl
allyl isopropyl acetyl urea

200
60

600
180

bromvaleryl urea
caffeinehydrate

200
30

600
90

caffeineanhydrid

30

90

100

300

Paragraph 1
parasympathol scopolaminehydrobromidehydrate
ythic
belladonna extract
Column Paragraph 2 scopolia extract

Ⅱ

parasympathol dicyclominehydrochloride
ythic
Paragraph 3

papaverinehydrochloride
spasmolytic
Column
aminobenzoic acidethyl

Ⅲ
antiemeticum
Column Ⅳ
tranquilizer

Column Paragraph 1

Ⅴ

cardiac

Paragraph 2 diprophylline

diuretic

Ⅵ
Column Ⅶ
Column

aminophyllinehydrate

100

300

theophylline
carbonic acidhydrogensodium
dl-menthol

100
1000
30

300
3000
90

l-menthol

30

90

mint oil

5

15

[Table 2]
Ingredient name
nicotinic acid amid

one-day maximum dosage(mg)
60

vitamin B1and its derivatives and its salts*

12

vitamin B2and its derivatives and its salts*

25

vitamin B6and its derivatives and its salts*

50

pantothenic acidcalcium
30
* The kinds of ingredients are the ingredients in column IV, column V, column VI and
column IX of [Table 1] of Standard Manufacturing Criteria for vitamins. .
[Table 3]
Age Classification
15 or more in full

Coefficient
1

11 or more in full - under 15 in full

2/3

7 or more in full - under 11 in full

1/2

3 or more in full - under 7 in full

1/3

Chapter 6 Standard Manufacturing Practices for Purgative Medicine
1. Scope

ㆍ

This criteria is applied to oral solids multiple preparations showing efficacy
effectiveness regarding purgative medicine, and oriental medicines are excluded.
2. Criteria

The criteria for purgative medicine are as follows. However, the preparations not suitable

ㆍ

for this criteria are evaluated individually according to the data of safety effectiveness and
reason for compounding.

1) Active drug substance kind
(1) The kinds of active drug substances that can be compounded are those written in
[Table 1] and [Table 2]. In addition, as vitamin kinds, when there are reasons for
compounding and the actions are relieved, compounding is possible by [Table 3]. The
size is those in

「Korean

Pharmacopoeia

」,

official compendium and formulary

recognized by the Minister of Food and Drug Safety, and medicine standard and test
method notified separately by the Minister of Food and Drug Safety. However, in the
case of the vitamin size, what is used for domestic medicines in separate sizes can be
recognized for enhancing the stability.
(2) The active drug substances that have to be compounded are more than 1 kind among
those written in [Table 1].
(3) The preparations using saline purgative medicine, swelling purgative, infiltration
purgative, stimulant purgative medicine as active main ingredient can compound each
substance, and active substances of [Table 2] can be compounded.
(4) Compounding active drug substances of saline purgative medicine, swelling purgative
and infiltration purgative in [Table 1] is conducted by 1 kind in the same Paragraph,
and compounding active drug substances of stimulant purgative medicine is conducted
by up to 4 kinds in the same Paragraph. However, in the case of compounding active
drug substances in more than 2 Paragraph among each Paragraph of [Table 1], it is
conducted by up to 4 kinds.
(5) Among active drug substances of Paragraph IV (stimulant purgative medicine) of
[Table 1], sacred bark should not be compounded with casathranol, and senna leaf or
senna fruit should not be compounded with sennoside or sennoside A·B respectively.
In addition, simultaneous compounding of sennoside and sennoside A·B is not allowed
in principle. However, compounding of senna leaf and senna fruit is allowed.

Ⅰ or Ⅱ of [Table 2] is conducted by
up to 4 kinds. However, compounding the active drug substances of Column Ⅰand Ⅱ

(6) Compounding active drug substances in Column
is conducted by up to 5 kinds.

(7) Powder and extract of the same herb medicine should not be compounded
simultaneously.
(8) As active secondary ingredients, intestinal viable bacterial ingredient and gold thread or
phellodendron bark should not be compounded simultaneously.
(9) Nicotinic acidamide of [Table 3] can be compounded only when lactobacillus or
bacillus coagulans among intestinal viable bacterial ingredients are compounded.
(10) If enterococcus of pro-biotics (Enterococcus Faeaalis, Enterococcus Faecium,, etc.) is
used as an active constituent, it is possible to be used only when the antibiotic
resistance gene and toxicity gene do not exist.

2) Active drug substance amount
(1) One maximum dosage and one-day maximum dosage of each active drug substance are
the amount written in [Table 1].
(2) In the case of compounding more than 2 kinds of active drug substances in [Table 1],
the sum of the values calculated when the amount compounded for each ingredient is
divided by one-day maximum dosage should not exceed 2.
(3) One-day maximum dosage of each active drug substance in Column
bacterial ingredient is excluded) and

Ⅱ

Ⅰ(intestinal viable

of [Table 2] is the amount written in the

Table, and one maximum dosage is 1/3 of one-day maximum dosage. In addition,
one-day minimum dosage of intestinal viable bacterial ingredients among active drug
substances in Colum

Ⅰof the Table is the amount written in the Table, and the one

minimum dosage is 1/3 of one-day minimum dosage
(4) In the case of compounding more than 2 kinds of active drug substances in Column

Ⅰ

or

Ⅱ [Table 2], the sum of the values calculated when the amount compounded

for each ingredient is divided by one-day maximum dosage should not exceed 2.
(5) The compounding of the preparations using active drug substances of saline purgative
medicine, swelling purgative, infiltration purgative and stimulant purgative medicine of
[Table 1] is seen in [Table 4]. In addition, the coefficient of [Table 4] is the sum of
the values calculated when the compounding amount of each ingredient of one-day
maximum dosage is divided by the value shown below. In addition, the width of
amount (k=one-day maximum dosage /one-day minimum dosage ) is recognized in the

≦

scope of 1<k 4, and precautions are required to ensure that the minimum amount is
not that high.

① In the case of usage of once a day
one maximum dosage(regarding the ingredient for which there are values in brackets,
the value in the brackets)

② In the case of usage of twice a day or 1-2 a day
smaller number between the value in which one maximum dosage(regarding the
ingredient for which there are values in brackets, the value in the brackets) is
multiplied by 2 or one-day maximum dosage

③ in the case of usage of 3 times a day or 1-3 a day one-day maximum dosage
(6) compound amount of vitamin kinds is seen in [Table 3]
3) Dosage form
Dosage form includes capsules, granule, pills, powder(microgranules are included),
tablets(chewable tablet, effervescent tablet are included), oral solution. However, regarding

oral solution, it is limited to the preparations which use saline purgative medicine of
[Table 1] as active main ingredients, and regarding chewable tablet of diameter of more
than 1.5 cm, shapes other than round shape(donut shape) with holes are not recognized.
4) Directions

ㆍDose

(1) The usage of the preparations using saline purgative medicine, swelling purgative,
infiltration purgative, and stimulant purgative medicine of [Table 1] as active main
ingredients is 1-3 times a day in principle.
(2) Time for dose or interval for dose is specified. In addition, in the case of taking more
than 2 times a day, the interval for use is more than 4 hours.
(3) The usage for a baby under 3 months is not recognized.
(4) Examples of writing are as follows.

① In the case of once a day
Ⓐ The drug of ○ ∼ ○ is taken with at a time, once a day before going to sleep
(in empty stomach).
However, at the first time, the minimum amount is taken, and the amount is
gradually increased or reduced in consideration of the shape and condition of
excrement.
no defection for 2-3 days
no defection for more than 4 days

○∼○
○∼○

However, at the first time, the minimum amount is taken, and the amount is
gradually increased or reduced in consideration of the shape and condition of
excrement.

② In the case of once a day
Ⓐ The drug of ○ ∼ ○

is taken with at a time, twice a day(before meals or

between meals). However, at the first time, the minimum amount is taken, and
the amount is gradually increased or reduced in consideration of the shape and
condition of excrement.

Ⓑ The drug of ○ ∼ ○

is taken with at a time, twice a day in the morning and

evening (before meals or between meals).
no defection for 2-3 days
no defection for more than 4 days

○∼○
○∼○

However, at the first time, the minimum amount is taken, and the amount is
gradually increased or reduced in consideration of the shape and condition of
excrement.

③ in the case of 3 times a day

Ⓐ The drug of ○ ∼ ○

is taken with at a time, 3 times a day (between meals or

after meals). However, at the first time, the minimum amount is taken, and the
amount is gradually increased or reduced in consideration of the shape and
condition of excrement.

Ⓑ The drug of the following dosage is taken 3 times a day before meals(between
meals or after meals).
no defection for 2-3 days
no defection for more than 4 days

○∼○
○∼○

However, at the first time, the minimum amount is taken, and the amount is
gradually increased or reduced in consideration of the shape and condition of
excrement.

④ In the case of 1-2 times a day
The drug of ○ ∼ ○ is taken with at a time, twice a day and if possible in empty
stomach. The interval for dose is 4 hours or more. However, at the first time, the
minimum amount is taken, and the amount is gradually increased or reduced in
consideration of the shape and condition of excrement.

⑤ In the case of 1-3 times a day
The drug of ○ ∼ ○ is taken

with at a time, 3 times a day and if possible in

empty stomach. The interval for dose is 4 hours or more. However, at the first
time, the minimum amount is taken, and the amount is gradually increased or
reduced in consideration of the shape and condition of excrement.
(5) For children under 15 in full age, one maximum dosage and one-day maximum
dosage is the amount calculated when one maximum dosage and one-day maximum
dosage written

in

[Table 1] or [Table 2] are multiplied by the coefficient

corresponding to age classification of [Table 5]. However, one-day minimum dosage of
intestinal viable bacterial ingredient of Column I of [Table 2] is 1×106 regardless of
age classification.
(6) For children under 7 in full age, taking capsules, tablets(effervescent tablet is excluded)
is not recognized.
(7) For chewable tablet, "Take this medicine by melting or chewing it in the mouth" is
additionally written.
(8) For effervescent tablet, "Take this medicine necessarily by melting it in water" is
additionally written.

ㆍEffectiveness

5) Efficacy

ㆍ

The scope of efficacy effectiveness of the preparations which use the active drug
substances of saline purgative medicine, swelling purgative, infiltration purgative, and

stimulant purgative medicine of [Table 1] is as follows.

ㆍconstipation
ㆍRelief of the

ㆍEffectiveness

Efficacy

following symptoms from constipation : loss of appetite(loss of

appetite), abdominal distension, enteric abnormal zymosis, piles

6) Packaging unit
(1) Regarding oral solution, taking one bottle a time is not recognized.
(2) The maximum dosage of a syrup container is up to 2-day dosage of one-day one-day
maximum dosage for adults. In addition, the minimum dosage is one-day dosage of
one-day maximum dosage for adults, and one dosage is under 20 mL.
(3) Regarding oral solution which uses saline purgative medicine as active main ingredient,
the dosage is up to 100 mL, and small packaging can be supplied in parallel.
7) Storage method and Expiration date
Regarding storage method, the stability of the product is guaranteed. In the case of solid
preparations, an airtight container is used, and in the case of liquid preparations, a
hermetic container is used in principle. The expiration date is 3 years or less, and

「Regulation

」

on Pharmaceutical Approval, Notification and Review (Ministry of Food

and Drug Safety notification) regulations are applied.
3. Instructions for use
Instructions for use of purgative medicine are as follows.
1) Those of the following cases are advised not to take this drug.
(1) Acute celiopathy (appendicitis , enterohemorrhage , ulcerative colonitis and etc.) patient
(2) Enterocleisis patient
(3) Children under 7 in full (capsules, tablets(effervescent tablet is excluded) 및
pills)(When there is a usage for children)
(4) Baby·infant under 3 in full (granule, powder(microgranules are influded), effervescent
tablet and oral solution)
2) While taking this drug, do not take the following drugs(foods).
within 1 hour after taking antacid or milk (stimulant purgative medicine.).
3) Those of the following cases are advised to consult with a doctor, dentist, and pharmacist

before taking this drug. Those of the following cases are advised to consult with a
doctor, dentist, and pharmacist before taking this drug.
(1) Severe stomachache(severe pain in stomach) or nausea, vomit patient
(2) High blood pressure patient, senior citizens, cardian disorder or kidney disorder patient,
edema(swelling) patient(Preparation containing more than 40mg of 1-day maximum
compound amount as glycyrrhizinate or more than 1 g as licorice)
(3) Pregnant woman or women with a possibility of being pregnant(preparations made only
of carboxylmethyl cellulosesodium, carboxylmethyl cellulosecalcium or plantago seed
bark are excluded)
(4) patients with kidney disorder(preparation containing magnesium saline)
(5) Those who are taking other drugs.
(6) Those who are allergic themselves or their family members are allergic(Preparation
containing sennoside, senna or rhubarb)
(7) Those who have sodium limit diet (preparation containing sodium)
(8) Those with the history of bleeding of rectum or enteroparesis
4) In the following cases, immediately stop taking this drug, and consult with doctor, dentist
and pharmacist. Bring this attached document at consulting if possible.

ㆍredness

(1) When there are rash

from bloodshot, itchiness, severe stomachache(pain in

stomach), diarrhea, vomit and etc. because of the use of this drug
(2) In the case in which urine decreases, face and hands and feet swell, eyelids become
heavy, hands become stiff, blood pressure increases, and headache occurs. because of
the use of this drug. (Preparation containing more than 40mg of 1-day maximum
compound amount as glycyrrhizinate or more than 1 g as licorice).
(3) When there are unpleasant feeling in abdominal and convulsion because of the use of
this drug(preparation containing stimulantpurgative medicine).
(4) No improvement in symptoms even after taking the drug for days(Preparation
containing more than 40mg of 1-day maximum compound amount as glycyrrhizinate
or more than 1 g as licorice)
(5)

No

improvement

in

constipation

even

after

the

administration

for

about

1

week.(depending on the preparation, it is possible to establish the dosage of many
times or several days and etc.).
5) Other precautions for taking this drug
(1) Follow the determined directions·dose.
(2) Administer this drug to children under the direction and supervision by a guardian

when this drug is administered to children(in the case in which there is usage for
children).
(3) Do not continue to take this drug for a long time(Preparation containing more than
40mg of 1-day maximum compound amount as glycyrrhizinate or more than 1 g as
licorice).
(4) It is desirable not to administer this drug to children under 10 in full except for the
case in which this phamaceutical is absolutely necessary.(preparation containing
bisacodyl).
(5) Do not chew tablets when taking this drug(enterinc coating tablet).
(6) This drug should not be used for more than 1 week continuously because usage for a
long time can increase the tolerance to the drug, and worsen the constipation. If the
medicine for constipation is needed every day, the cause for constipation needs to be
examined. (preparation containing stimulant purgative medicine).
(7) This drug is resistant to several antibiotics except tetracycline, however, it is sensitive to small
doses of ampicillin, chloramphenicol, and cephaloreading. (Preparation containing Enterococcus
Faecium strain Cernelle 68 of pro-biotics
6) Precautions for storage
(1) Keep out of the reach of children.
(2) Keep out of direct sunlight and store in a moistless and cool (airtight) container.(Write
the details in the brackets when necessary.).
(3) Do not put this drug in another container in order to prevent misuse and to preserve
the quality. (when there is no possibility of misuse as the indications are well made,
there is no need for writing the precautions.).

[Table 1]

Classification

Ⅰ
Paragraph
saline
purgative
medicine

Ⅱ

Paragraph
swelling
purgative

Active drug substance name
oxide of magnesium
medium quality oxide of magnesium
hydrationmagnesium
carbonic acidmagnesium
midium quality carbonic acidmagnesium
sulfuric acidmagnesiumhydrate
sulphate of soda
carboxylmethyl cellulosesodium
carboxylmethyl cellulosecalcium
plantago seed bark
methylcellulose

one
maximum
dosage
(g)
0.7(2)
0.7(2)
0.7(2.1)
2.7
2.7
5
5
2
2
3.5

one-day
maximum
dosage
(g)
2
2
2.1
8
8
15
15
6
6
10.5

3

6

medicine

Ⅲ

Paragraph

0.067

docusatesodium

infiltrative
purgative

0.2

(0.12)
0.067

docusate calcium

0.2

(0.12)

medicine
laxative

Ⅳ

medicine

Paragraph

0.007

bisacodyl

casathranol
ingredient stimulantpurg
sennoside(as sennosideA·B)
ative
sennosideA·B
medicine
active drug
substance
name

aloe

ⅣParagraph
stimulantpurg
a t i v e
medicine

rhubarb
senna fruit
senna leaf
rosa fruit

1 maximum dosage(g)
original herb
medicine*

powder

0.2
0.048

0.016

0.048

1-day maximum
dosage(g)
original
herb

powder

medicine*

0.25

0.25

(0.38)
1.4

(0.38)
1

(2)

(1.5)
0.5

-

0.02

(0.015)
0.067
0.016

(0.75)

2

0.5

(3)

(0.75)

1.7

0.67

0.75

0.75

4

3

-

1.5

6

1.5

5

2

frangula

1

bark
pharbitis

(1.5)
-

-

3

-

0.1

-

0.3

sacred bark

1(1.5)

-

3

-

( ) is one maximum dosage in the case of the usage of 2 or less per day.
*It is made into extracts of preparation in the aforementioned original herb medicine.
[Table 2]
Classificatio

Active drug substance name

n

dried yeast
dehydrocholacid
dimethicon
ursodeoxycholic acid
intestinal viable bacterial ingredient
carbonic acidhydrogensodium

licorice
cassia seed
oriental valerian
Paragraph dong quai
jujube
moutan
cimicifugae rhizoma
bile-esculin agar extract(horse)
gall bladder of a bear
coix
peony
foxglove
smilacis rhizoma
cnidium
houttuynia cordata
gardenia

Ⅰ

Classification

Column

Ⅱ

Active drug substance name
gentiana
cinnamon
swertia

1-day maximum dosage(g)
10
035
0.18
0.06
1×106 unit(note)
3
original herb
powder
medicine*
5
0.5
10
3
2
5
1.5
5
1.5
4
1.3
3
1
0.5
0.5
20
6
5
2
5
1.5
5
1.5
5
1.5
15
5
3
1
1-day maximum dosage(g)
original herb
powder
medicine*
0.75
0.25
2.5
0.5
0.75
0.025

bitter orange peel
dl-menthol
l-menthol
elecampane
mint
mint oil
ginseng
atactylodis rhizoma white
zedoaria
ginger
perilla frutescens

2.5

1.5

3
2.5
1.5
1.5
1

1.5
1
1.5
0.5
0.5

gentian

0.75

0.25

2.5
2.5
2.5
4.5
3
1.5
1.5

1
1.5
1
1.5
1.5
0.75
1.5

0.09
0.09
1.5
1.5

0.5
0.5
0.015

poncirus
dried orange peel
atractylodes root
condurango
gold
gold thread
phellodendron bark
nut vomica extract
fennel seed
silver magnolia
(note)one-day minimum dosage

0.015
1.5
2.5

0.5
0.75

*It is made into extracts of preparation in the aforementioned original herb medicine.
[Table 3] vitamin kinds that can be compounded
Ingredient name

one-day maximum dosage
5mg
25mg
50mg
30mg

nicotinic acidamide
vitamin B1and its derivatives and its salts*
vitamin B6and its derivatives and its salts*
pantothenic acidcalcium

However, nicotinic acidamide can be compounded only when lactobacillus or bacillus
coagulans is compounded among intestinal viable bacterial ingredients.
*Ingredient kinds are those in the columns
Manufacturing Criteria for vitamin.

Ⅳ

and

Ⅵ

of [Table 1] of Standard

[Table 4]
The case of compounding

Ingredients

more than 2 ingredients
the lowest
the case in

Att
ach
me

limit of the

which 1
Column

Paragr
aph

ingredient

proportional

is

compounding

kind

compounded coefficient

nt

compounding
Remarks

of
ingredients in
the case of
proportional
compounding

Ⅰ
Ⅱ
Ⅲ

1

Ⅳ
Ⅰ

saline
purgative

purgative
infiltration

Ⅱ

1/2

≦≦1

1/2

≦≦2

purgative
stimulant

within 1

medicine1/10 ingredien
1/5 of
t
ingredients
other than
herb medicine

within 4
ingredien

medicine

ts
within 4

herb medicine
ingredients other

herb medicine

≦≦1
1/5≦≦1

≦2

1/10

1/5

≦≦1

1/5

≦≦2

1/10

ingredien
1/5

ts
within 4

non
establishment

ingredien
ts

[Table 5] Coefficient of Conversion of the Volume by Age Classification
Age Classification

Coefficient

15 or more in full

1

– under 15 in full
7 or more in full – under 11 in full
3 or more in full – under 7 in full

11 or more in full

within 4
ingredients

purgative

than herb medicine

2

herb

medicine
swelling

2/3
1/2
1/3

within 5
ingredients

Chapter 7 Standard Manufacturing Practices for Antitussive Expectorant
1. Scope

ㆍ

This criteria is applied to oral general drug composite preparation showing efficacy

effectiveness regarding antitussive expectorant. The preparations made only of herb
medicines are excluded.
2. Criteria
The criteria for antitussive expectorant are as follows. However, the preparations not

ㆍ

suitable for this criteria are evaluated individually according to the data of safety
effectiveness and reason for compounding.
(1) Active drug substance kind

1) Active drug substance kinds that can be compounded are those written in <Table 1>,
and its size is those written in

「Korean

」

Pharmacopoeia , official compendium and

formulary recognized by the Minister of Food and Drug Safety and for or medical
standard and test method separately notified by the Minister of Food and Drug Safety.
In the case of the size of herb medicine extract, the size of antitussive expectorant
already in use is also recognized.
However, the kinds of the active drug substances that can be compounded are limited to
those marked with

△ among listed in this Table.

In addition, the active drug substances listed in Paragraph 9 of this Table should not be
compounded in the preparations other than troche.
2) The active drug substances that have to be compounded is 1 kind among those written
in Paragraph 1, Paragraph 2, Paragraph 3, Column A of <Table 1>.
3) The active drug substances of Paragraph 8 of <Table 1> can be compounded only with
the preparations containing the active drug substances of Paragraph 1 or Paragraph 7.
4) Compounding the active drug substances of Paragraph 1~Paragraph 9 of <Table 1> is
conducted by 1 kind in the same Paragraph.
5) Compounding the active drug substances of Column B or Column C of <Table 1> is
conducted by up to 5 kinds in the same Column.
6) Compounding the active drug substances of Colum A of <Table 1> with the active drug
substance of Paragraph 2 or Paragraph 4 is not recognized.
(2) Active drug substance amount
1) One maximum dosage and one-day maximum dosage of each active drug substance is
the amount written in <Table 1>. However, in the case of compounding the active

drug substances of Paragraph 2, Paragraph 4, Column A of <Table 1> with the active
drug substances of Paragraph 8, one maximum dosage and one-day maximum dosage
of Paragraph 8 is 1/2 of the amount written in <Table 1>.
2) In the case in which the active drug substances of Paragraph 2 and Paragraph 4 of
<Table 1> and in the case of compounding more than 2 kinds of active drug
substances of Column A and Column B, the sum of the values calculated when the
compounding amount for the active drug substance is divided by each one-day
maximum dosage should not exceed 1.
3) The lowest limit of the compound amount of each active drug substance is 1/2 of one
maximum dosage and one-day maximum dosage except for the case separately
determined. However, in the case of the active drug substances of Paragraph 8 is 1/5.
4) The lowest limit of the compound amount in the case of compounding the active drug

①

substances of Paragraph 2 and Paragraph 4 of <Table 1> is as follows.
As the active drug substances of Paragraph 2, which indicate the efficacy of cough,
asthma and phlegm, the lowest limit of the compound amount of the active drug
substances of Paragraph 4 is 1/5 of one maximum dosage and one-day maximum

②

dosage.
As the active drug substances of Paragraph 2 and Paragraph 4, which indicate the
efficacy of cough, the lowest limit of the compound amount of the active drug
substances of Paragraph 2 and Paragraph 4 is 1/5 of one maximum dosage and
one-day maximum dosage. However, the lowest limit of the compound amount in the
case of proportional compounding is 1/2 of the sum of the values calculated when
the compounding amount of the active drug substance is divided by each one-day
maximum dosage

③As the active drug substances of Paragraph 4, which indicate the efficacy of asthma and
phlegm, the lowest limit of the compound amount of the active drug substances of
Paragraph 2 is 1/5 of one maximum dosage and one-day maximum dosage.
5) The lowest limit of the compound amount of herb medicines is 1/10 of one-day
maximum dosage. However, in the case of the efficacy recognized for the herb
medicines as herb medicines are compounded is indicated, the lowest limit is 1/2.
6) In the case in which there is the usage for babies among the troches for which
substances of Paragraph 9 are compounded, regardless of coefficient of <Table 2> , the
compounding amount is established to be the same as that of adults.
7) Regarding the troches taken 5-6 times a day, the lowest limit of compound amount of
each active drug substances is 1/2 of one-day maximum dosage.
8) The lowest limit of the compound amout of the substances of Paragraph 10 is 1/5 of

one-day maximum dosage.
(3) Dosage form
Dosage form include tablets(chewable tablet, effervescent tablet are included), capsules(soft
capsules is included), powder, granule, pills, troche and oral solution(elixir and main
tablets are excluded).
However, as for troche, chewable tablet of diameter of more than 1.5 cm, shapes other
than round shape(donut shape) with holes are not recognized.
(4) Directions

ㆍDose

1) As for usage, this drug is taken 3-4 times a day. The time for dose or interval for dose
is written.
However, taking troche and oral solution up tp 6 times a day is allowed, but when it is
taken 5~6 times a day, the interval should be more than 2 hours for troche, and about
4 hours for oral solution in principle.
2) For chewable tablet, "Take this medicine by melting or chewing it in the mouth" should
be written. (troche is slowly melt in the mouth without being chewed.)
3) Regarding the preparations containing prometazinehydrochloride, usage for children under
15 in full is not recognized.
4) As for capsules, troche and tablets(chewable tablet and effervescent tablet are excluded),
the usage for infants under 7 in full is not recognized in principle.
5) The usage for a baby under 3 months in full is not recognized.
6) One-day maximum dosage of active drug substances for children under 15 in full age is
the amount calculated when one-day maximum dosage written in <Table 1> is
multiplied by the coefficient corresponding to the age classification of <Table 2>.
7) One maximum dosage of active drug substances of oral solutions is 1/6 of one-day
maximum dosage of 6) written above in the case of children under 15 and the one

㎖ or less.

maximum dosage is 20

ㆍEffectiveness
The scope of efficacyㆍeffectiveness includes cough, phlegm and asthma. However, in the

(5) Efficacy

case in which 1 kind of the active drug substances of the left column of the following

ㆍ

Table, the efficacy effectiveness of the left column of the Table cannot be claimed. In
addition, as for troche, in the case in which the active drug substances of Paragraph 9
of <Table 1> are compounded besides the above cases, ‘hoarseness·unpleasant feeling in
throat·sore throat·swelling throat from stomatitis, tonsollitis and pharyngolaryngitis’ can
be writtei in paralll.

Left Column

Right Column
<Table 1>의 Paragraph 1, Paragraph 2, Paragraph 3, Column A의 active

cough

drug substance
active drug substance of

phlegm

Paragraph 2, Paragraph 4, Paragraph 5,

Column A <Table 1> and citric acidtipepidine, hibenzatetipepidine of
Column B of <Table 1>
active drug substance of Paragraph 2, Paragraph 4 and Column A of

asthma

<Table 1> (However, when active drug substances of Paragraph 1 of
<Table 1> are simultaneously compounded, such cases are excluded)

(6) Packaging unit
The maximum volume of the container for oral solutions has the limit of 2-day dosage
of one-day maximum dosage for adults(aged 15 or more in full).
(7) Storage method and Expiration date
Regarding storage method, the stability of the product is guaranteed. In the case of solid
preparations, an airtight container is used, and in the case of liquid preparations, a
hermetic container is used in principle. The expiration date is 3 years or less, and

「Regulation

」

on Pharmaceutical Approval, Notification and Review (Ministry of Food

and Drug Safety notification) regulations are applied.
3. Instructions for use
Instructions for use of antitussive expectorant are as follows.
(1) Those of the following cases are advised not to take this drug.
1)Pregnant woman or women with a possibility of being pregnant(preparation containing
noscapine or hydrochloric acidnoscapine)
2) Baby under 3 months in full
3)Baby under 15 in full age(preparation containing prometazinehydrochloride )
4) Those who are hypersensitive to the ingredients of this drug or those who have
medical history
5) Lactating women(Those who are breastfeeding are advised not to take this drug or to
stop

breastfeeding.

)(preparation

containing

aminophylline,

theophylline,

diphenhydramine and its salts)
6) Those who are taking MAO restrainer(antidepressant, antipsychotic agent, thymoleptic,
anti-Parkinson preparation and etc.) or those who suspended taking it within 2 weeks.
(2) Do not take the following drugs while taking this drug.

Other

antitussive

expectorant,

cold

medicine,

internal

medicine

containing

antihistamine(preparation containing rhinitis oral medicine, motion sickness medicine,
allergy medicine), tranquilizer, diphenhydramine(preparations applied to skin are included.)1)
1)

preparation containing diphenhydramine and its salts

(3) Those of the following cases are advised to consult with a doctor, dentist, and pharmacist
before taking this drug.
1) A baby under 3 months in full is advised not to take the drug. Even in the case of
infants more than 3 months, infant under 2 in full are advised to consult with a
doctor, and the drug is not administered to such infants unless it is necessary. When
this drug is administered to infants under 2 in full, it should be informed to a
guardian and careful monitoring is required.
2) Those who themselves and who have their parents, or their siblings with the
constitution prone to rash, contactdermatitis, bronchial tubeasthma, allergic rhinitis,
migraine, allergy to food
3) Those who have ever had allergic symptoms(example : fever, rash, arthralgia, itchiness
and etc. ) because if medicine
4) Those who have liver disease, kidney disease, heart disease1)2), thyroid disease, diabetes,
high blood pressure1)2), edema2), glucoma(example : pain in the eyes, sand-blindnessand
etc.)3), difficulty in urination3), epilepsy4) and etc., senior citizen1)2), weakling or those
with high fever
1)

preparation containing bronchodilator and ephedra of Paragraph 2

2)

preparation containing licorice

3)

preparation containing Antihistamine

4)

preparation containing diplophylline

5) Pregnant women or women with a possibility of being pregnant, lactating women
6) Those who are receiving treatment by a doctor or dentist
7) Those who have the following cough
smoking, asthma, chronic bronchial tube inflammation, pulmonary emphysema,cough with
excessive phlegm, cough which lasts for more than 1 week or recurrent cough, chronic
cough, cough accompanied with fever·rash or consistent headache
8) Person with in 7 days after amygdalectomy, oral cavity operation (limited to chewable
tablet)
(4) In the following cases, immediately stop taking this drug, and consult with doctor, dentist
and pharmacist. Bring this attached document at consulting.
1) When there are the following symptoms after taking this drug
rash·flare, itchiness, nausea·vomit, loss of appetite, dizziness, difficulty in urination1),
thirst(constant or severe)1), palpitation2), anxiety3), shievering3), sleeplessness3)

1)

2

preparation containing Antihistamine

2)

preparation containing xanthine kind in Paragraph 4

3)

preparation containing Paragraph 2의 bronchodilator , ephedra

）When the following severe symptoms occur in rare cases because of this drug
① Stomach aldosterone : urine can decrease, face and hands and feet can swell, eyelids
can become heavy, hands can become stiff, blood pressure can increase, and
headache can occur.(in the case of preparations whose one-day maximum dosage is
more than 1g of licorice, if such preparations are taken for a long time,
hyperaldosteronism, elevation of blood pressure, sodium body fluid undercurrent,
edema,

weight

gain

and

etc.의

stomach

aldosterone

can

occur,

therefore,

observation(measuring serum potassium value) needs to be done sufficiently, and
taking such drugs should be stopped when ther are abnormalities.(preparation

②

containing licorice)
Myopathic disorder : as the result of hyperaldosteronism, myopathic disorder can
occur. Therefore, observation should be conducted sufficiently, and when there are
abnormalities such as feeling of helplessness, limb convulsion, paralysis, taking the
drug should be stopped.(Preparation containing licorice)

3) No improvement in symptoms even after taking the drug 5~6 times
(5) Other precautions for taking this drug
1) Follow the determined usage·dose
2) Do not continue to take this drug for a long time(Preparation containing more than
40mg of 1-day maximum compound amount as glycyrrhizinate or more than 1 g as
licorice)
3) Administer this drug to children under the direction and supervision by a guardian
when this drug is administered to a baby(in the case in which there is usage·dosage
for a baby).
4) For baby·infant under 7 in full, syrup is administered.(capsules, troche and tablets)
5) Do not drink while taking this drug.
6) As sleepiness can occur while taking this drug, avoid driving a car or manipulating
machine.(preparation containing Antihistamine)
7) When this drug is take with preparation containing potassium, preparation containing
licorice, glycyrrhizinate or its salts, loop diuretic(furosemide, ethacrynic acid) or
thiazide

diuretic(

trichlormethiazide),

because

of

stomach

aldosterone

or

hyperaldosteronism, myopathic disorder can occur. Therefore, precautions are required
when taking this drug. (preparation containing licorice)
8) Taking this drug can affect the test value of diabetes.(one-day maximum compound
amount is more than 1g instencil or more than 1.2g in senega(as for preparation

containing extract, it is converted into original herb medicine, and stencil is more than
1g or senega 1.2g))
(6) Precautions for storage
1) Keep out of the reach of children.
2) Keep out of direct sunlight and store in a moistless and cool (airtight) container. (Write
the details in the brackets when necessary)
3) Do not put this drug in another container in order to prevent misuse and to preserve
the quality.
(when there is no possibility of misuse as the indications are well made, there is no
need for writing the precautions.)

<Table 1>
one maximum
Classification

Active drub substance name

dosage
(mg)

one-day
maximum
dosage
(mg)

citric acid carbetapentane

20

60

citric acidtipepidine

20

60

dextromethorphanhydrobromidehydrate

20

60

central

hydrochloric alloclamide

25

75

antitussive

cloperastinehydrochloride

20

60

fendizoic acidcloperastine

35

105

tipepidinehibenzate

25

75

△dl-methylephedrinehydrochloride

25

75

hydrochloric acidmethoxypenamine

50

150

hydrochloric acidtrimetoquinol

2

6

△noscapine

20

60

noscapinehydrochloridehydrate

20

60

diplophylline

100

300

aminophylline

100

300

theophyllineanhydrid

200

600

proxyphylline

70

210

90

270

Paragraph 5

△guaiacolsulfonatepotassium
△guaifenesin

100

300

expectorant

L-menthol

-

90

300

900

<deleted>

-

-

carbinoxamine maleate

4

12

chlorpheniramine maleic acid

4

12

diphenylpyralinehydrochloride

2

6

diphenhydraminehydrochloride

30

90

tripelenamine hydrochloride

25

75

Paragraph 1

Paragraph 2
bronchodilator

Paragraph 3

Paragraph 4
xanthine kinds

ammonium chloride
Paragraph 6
mucolytic

Paragraph 7
antihistamine

prometazinehydrochloride

5

15

2.5

7.5

triprolidinehydrochloridehydrate

2

6

d-chlorpheniramine maleic acid

2

6

diphenhydraminetannate

50

150

caffeineanhydrid

100

300

benzoic acidsodiumcaffeine

100

300

caffeinehydrate

100

300

1

-

5

-

deleted

-

Alimemazine Tartrate

Paragraph 8
caffeine kinds

Paragraph 9

△cetylpyridinium chloride
△chlorhexidinehydrochloride
deleted <2015.9.21.>

glycine

900

silicic acid magnesium

3,000

synthesis silicic acid aluminium

3,000

synthesis hydrotalcite

4,000

oxide of magnesium

500

dihydroxyaluminiumaminoacetatehydrate

1,500

hydrationaluminium gel(as dry hydrationaluminium gel)
dry hydrationaluminium gel
hydrationaluminium
Paragraph
10

ㆍcarbonic

acidmagnesium mixed dried gel
coprecitation

product

hydrationaluminium

1,000
of

ㆍcarbonic

acidhydrogensodium
coprecitation

ㆍ

1,000

3,000
900

product

of

hydrationaluminium carbonic

acidcalcium

1,500

hydrationmagnesium

ㆍsulfuric

1,800

ㆍcarbonic acidmagnesium
acidaluminiumpotassium
carbonic acidmagnesium

2,000

metasilicic acid aluminincmagnesium

1,500

<Herb medicine>
one-day maximum dosage (g)
Classification

Active drug substance name

original herb
medicine*

powder

Column A

ephedra

4

-

Column B

licorice
platycodon
senega
prunus jamasakura siebold ex koldz
stencil
plantago seed
plantago seed
ipecac
apricot kernel

5
4
4
4
5
5
10
0.05
4

1.5
2
1.5
0.05
-

Column C

cinnamon
lilyturf
pinellia
musk
morus bark
ginger
asaroum
perilla frutescens
catechu
omija
cow bezoer
ginseng
dried orange peel(
)
gold
fennel seed
trichosanthes seed
asteris radix
codonopsis

5
10
5
5
3
3
2
5
6
5
6
3
2
5
5

1
0.01
1
2
0.02
3
3
3
2.5

陳皮

*It is made into extracts of preparation in the aforementioned original herb medicine.

<Table2> Coefficient of Conversion of the Volume by Age Classification
Age Classification

Coefficient

15 or more in full

1

11 or more in full

–

15 or less in full

2/3

8 or more in full 11 or less in full

1/2

5 or more in full 8 or less in full

1/3

3 or more in full 5 or less in full

1/4

2 or more in full 3 or less in full

1/5

Chapter 8 Standard Manufacturing Practices
for Ophthalmic Medicine
1. Scope
This criteria is applied to medical composite preparation or single preparation used directly
to the eyes as drops or to lenses for the purpose of relieving symptoms of eye disease and
making it easy to wear contact lenses.
2. Criteria
Ophthalmic remedies are as follows. However, the preparations not suitable for this criteria

ㆍ

are evaluated individually according to the data of safety effectiveness and reason for
compounding.
1) Active drug substance kind
(1) The kind of active drug substances tha can be compounded is what is written in [Table 1]
and its size is what is written in

「Korean Pharmacopoeia」, official

compendium and

formulary recognized by the Minister of Food and Drug Safety and notification of
standard and test method by the Minister of Food and Drug Safety. However, in the case

of the vitamin size, what is used for domestic medicines in separate sizes can be
recognized.
(2) The active drug substances that have to be compounded are more than 1 kind among

Ⅰ, Ⅱ, Ⅲ, Ⅳ, Ⅴ Paragraph 1ㆍParagraph 2ㆍParagraph 3,
Column Ⅵ, Ⅶ, Ⅷ, Ⅸ Paragraph 1-1, Column Ⅹ or Ⅺ of [Table 1]. However,
regarding matters written in Column Ⅸ Paragraph 1- 2, one kind among them.
The preparations (hereinafter referred to as「ordinary eye drops」) using the active
drug substance written in ColumnⅠ , Ⅱ, Ⅲ, Ⅳ, Ⅴ Paragraph 1ㆍParagraph 2ㆍ
Paragraph 3 or Column Ⅵ Paragraph 1 of [Table 1] can be mutually compounded
with the active drug substances of ColumnⅠ , Ⅱ, Ⅲ, Ⅳ, Ⅴ Paragraph 1ㆍParagraph
2ㆍParagraph 3 or Column Ⅵ Paragraph 1, and can be compounded with the active
drug substances written in ColumnⅤ Paragraph 4ㆍParagraph 5ㆍParagraph 6 or
Column Ⅵ Paragraph 2ㆍParagraph 3 of the Table.
The preparations (hereinafter referred to as「anti-biotic eye drops」) using the active
drug substance written in Column Ⅶ of [Table 1] as main ingredients can be
those written in Column

(3)

(4)

compounded by up to 3 kinds including the active drug substances written in Column

Ⅰ, Ⅱ, Ⅲ, Ⅳ, Ⅴ or Ⅵ of the Table.

「

」

(5) The preparations (hereinafter referred to as artificial tear solution ) using the active
drug substance written in Column

Ⅵ

ㆍ

Paragraph 2 Paragraph 3 or Column

Ⅷ

of

[Table 1] as main ingredients can be compounded with the active drug substances of

Ⅵ Paragraph 1, Column Ⅸ Paragraph 1-1, Paragraph 2 of the Table.
(6) The preparations (hereinafter referred to as「contact lens wearing solution」) using the
active drug substance written in Column ⅨParagraph 1-1 of [Table 1] as main
ingredients can be compounded with the active drug substances of Column Ⅵ, Ⅷ or
Ⅸ Paragraph 2 of the Table.
(7) Among the preparations that have face cleansing usage (hereinafter referred to as「eye
cleansing drops」) using the active drug substance written in Column Ⅲ, Ⅳ, Ⅷ or
Ⅹ of [Table 1] as main ingredients, the preparations using the active drug substances
written in Column Ⅲ or Ⅳ can be compounded with the active drug substance in
Column Ⅲ or Ⅳ and also can be mutually compounded with the active drug
substances written in Column Ⅴ or Ⅵ of the Table. In addition, the preparations
using the active drug substances written in Column Ⅷ or Ⅹ as main ingredients
can be compounded by 1 kind of the active drug substances written in Column Ⅷ
or Ⅹ, but cannot be compounded with other active drug substances written in this
Column

criteria.

「

」

(8) The preparations (hereinafter referred to as relaxant ) using the active drug substance
written in Column

Ⅺ of [Table 1] as main ingredients can be compounded by up to

3 kinds of the active drug substance written in Column

Ⅺ,

and by 1 kind of the

active drug substance written in Column I.
(9) In the case of compounding the active drug substances written in Column

Ⅰ, Ⅳ or

(10) In the case of compounding the active drug substances written in Column

Ⅲ, Ⅴ or

Ⅶ of [Table 1], it is limited to 1 kind of each Column.

Ⅵ of [Table 1], it is limited to 3 kinds of each Column. However, it is limited to 1
kind in the same Paragraph.

2) Active drug substance amount
(1) The maximum concentration of the active drug substances written in Column

Ⅰ, Ⅱ,

Ⅲ, Ⅳ, Ⅴ, Ⅵ, Ⅶ, Ⅸ Paragraph 1-1, Column Ⅹ and Ⅺ is the amount written in the
Table. However, in the case of eye cleansing drops, the maximum concentration of
the active drug substances of Column

Ⅲ, Ⅳ, Ⅴ and Ⅵ of the Table is 1/10 of each

maximum concentration.
(2) In the case in which the active drug substances written in Column

Ⅲ, Ⅴ or Ⅵ of

[Table 1] are compounded by more than 2 kinds in the same Column, the sum of the
values calculated when the compounding concentration of the active drug substances is
divided by each maximum concentration should not exceed 2. However, in the case of
eye cleansing drops, for the maximum concentration, the concentration determined 2)
(1) is used.
(3) As for ordinary eye drops, in the case in which only 1 kind among the active drug
substances written in Column
or Column

Ⅰ, Ⅱ, Ⅲ, Ⅳ, Ⅴ Paragraph 1ㆍParagraph 2ㆍParagraph 3

Ⅵ Paragraph 1, the minimum concentration of the active drug substances

is 1/2 of the maximum concentration, and in the case of compounding more than 2
kinds, the minimum concentration of the active drug substances is 1/5 of the
maximum concentration.
(4) As for anti-biotic eye drops, in the case of compounding the active drug substances
written in the Column

Ⅶ of [Table 1], the minimum concentration of the active drug

substances is 1/2 of the maximum concentration, and in the case of compounding the
active drug substances written in the Column

ㆍ

Paragraph 2 Paragraph 3 or Column

Ⅰ , Ⅱ, Ⅲ, Ⅳ , Ⅴ

Ⅵ Paragraph

ㆍ

Paragraph 1

1, the minimum concentration of

the active drug substances is 1/5 of the maximum concentration
(5) As for artificial tear solution, in the case of compounding the active drug substances
written in the Column

Ⅵ, Ⅸ Paragraph 1-1 of [Table 1], the minimum concentration

of the active drug substances is 1/10 of the maximum concentration. In addition, as
for artificial tear solution, the separately determined pH and pH at the time of test
according to the osmotic pressure test method should be within the scope of 5.5

∼ 8.0,

and osmotic pressure ratio should be within the scope of 0.85

∼ 1.55(osmotic pressure

ration regarding saline solution).
(6) As for contact lens wearing solution, in the case of compounding 1 kind of the active
drug substances written in the Column

Ⅸ Paragraph 1-1 of [Table 1], the minimum

concentration of the active drug substances is 1/2 of the maximum concentration, and
in the case of compounding 2 kinds, the minimum concentration of the active drug
substances is 1/5 of the maximum concentration. In addition, in the case of
compounding the active drug substances written in the Column

Ⅵ,

the minimum

concentration of the active drug substances is 1/10 of the maximum concentration.
(7) As for eye cleansing drops, in the case of compounding the active drug substances
written in the Column

Ⅲ, Ⅳ or Ⅹ of [Table 1], the minimum concentration of the

active drug substances is 1/5 of the maximum concentration determined in 2) (1), and
in the case of compounding the active drug substances written in the Column

Ⅴ or

Ⅵ, the minimum concentration of the active drug substances is 1/10 of the maximum
concentration determined in 2) (1). In addition, as for eye cleansing drops, the
separately determined pH and pH at the time of test according to the osmotic pressure test
method should be within the scope of 5.5
within the scope of 0.60

∼ 8.0, and osmotic pressure ratio should be

∼ 1.55(osmotic pressure ration regarding saline solution).

(8) As for relaxant, in the case of compounding the active drug substances written in the
Column XI of [Table 1], the minimum concentration and the maximum concentration
is seen in [Table 1]. In addition, in the case of compounding the active drug
substances written in the Column I, the minimum concentration of the active drug
substances is 1/5 of the maximum concentration.
(9) Beside the cases separately regulated, in the case of compounding the active drug
substances written in the Column

Ⅴ Paragraph 4ㆍParagraph 5ㆍParagraph 6 or Column

Ⅵ Paragraph 2ㆍParagraph 3, the minimum concentration of the active drug substances
is 1/10 of the maximum concentration.

(10) The compounding method and compounding coefficient of each active drug substances
are referred in [Table 3] and [Table 4].
3) Dosage form
Dosage form is eye bath lotion(eye drops, contact lens wearing solution and eye bath
wash). In addition, regarding eye ointment, dosage form outside the criteria is used In
addition, the dosage form which dissolve with powder and tablet is not recognized.
4) Directions

ㆍDose

(1) In the case of ordinary eye drops, anti-biotic eye drops and artificial tear solution, the
drug is dropped 3~6 times a day. The number of drops used for one time is written

within the scope of 1

∼ 3.

example) This drug is used 3

∼ 6 times a day, with 1 ∼ 3 drops per one time

(2) In th case of contact lens wearing solution, “method of using contact lens” is
specifically written as seen below.
example)

① On both sides of contact lenses, drop 1 drops of this drug

and wear

the contact lenses.

②

On the both sides of the contact lenses, drop 1~2 drops of this drug,

cleanse the lenses once, on one side of the lenses drop one drop on the
internal side, and wear the contact lenses.
(3) In the case of eye cleansing drops, cleansing is conducted within the scope of 3~6 per
day. The amount of use for one dosage is written like

「○ ∼ ○ mL for one use」. In

addition, in the case of attaching a cleansing cup and proper equipment, there is no
problem in use, and specific methods are written about this use.
(4) In the case of relaxant, when necessary, 1~2 drops are dropped in the eyes(However, in
the case of the preparation containing decongestant, dropping is conducted within the
scope of 4 times a day.).
(5) After dropping the solution, the remaining liquid and the container are thrown away.(dis
posable preparation).

ㆍEffectiveness
Efficacyㆍeffectiveness

5) Efficacy
(1)

of ordinary eye drops is in the scope of the Column

Ⅰ

of

[Table 2].
However, in the case in which 1 kind of any active drug substances written in the right

ㆍ

column of the next table, the efficacy effectiveness written in the left column of the
table cannot be indicated.
Left Column
conjunctival injection
eye inflammation from ultraviolet rays and
other rays, erosion of eye lidsand etc., eye
itchiness

ㆍ

Right Column
Ingredients of Column , Column ,

Ⅳ

Column

Ⅰ

Ⅲ

Ⅲ

Ⅳ

Ingredients of Column , Column ,

Ⅴ Paragraph 1

Column

(2) Efficacy effectiveness of anti-biotic eye drops is within the scope of the Column

Ⅱ

of [Table 2].

ㆍeffectiveness of artificial tear solution is in the scope of the Column Ⅲ of
[Table 2]. However, as for「unpleasant feeling of wearing soft contact lens」, in the case

(3) Efficacy

in which there are effects from absorption of compound ingredient on the contact lense, it
cannot be indicated.

ㆍeffectiveness of contact lens wearing solution is in the scope of the Column

(4) Efficacy

Ⅳ of [Table 2].
Efficacyㆍeffectiveness

of eye cleansing drops is in the scope of the Column

Ⅴ

of

(6) Efficacy effectiveness of relaxant is within the following scope of Column

Ⅵ

of

(5)

[Table 2].

ㆍ

[Table 2].

ㆍ

(7) What conforms to efficacy effectiveness of [Table 2] is written.
However, as for artificial tear solution and contact lens wearing solution, for claiming

ㆍ

efficacy effectiveness for soft contact lenses, data proving propriety of wearing soft
contact lenses, for example, the data regarding compound ingredient of eye drops, in
particular the effects of additives(preservative and etc.) absorption, concentration or
discharge on the propriety of matter of contact lenses(color, shape, hardness, brittleness
and etc.) and safety of wearing can be attached and applied.
6) Packaging unit
(1) The maximum volume of ordinary eye drops, anti-biotic eye drops, artificial tear solution
and relaxant is 20 mL.
(2) The maximum volume of contact lens wearing solution is 100 mL.
(3) The maximum volume of eye cleansing drops is 500 mL.
7) Storage method and Expiration date
Regarding storage method, the stability of the product is guaranteed. An airtight container is
used in principle. The expiration date is 3 years or less, and

」

「Regulation

on

Pharmaceutical Approval, Notification and Review (Ministry of Food and Drug Safety
notification) regulations are applied.
3. Instructions for use
<Ordinary eye drops>
1) Those of the following cases are advised to consult with a doctor, dentist, and pharmacist
before taking this drug.
(1) Those with severe pain in the eyes
(2) Those who have ever had allergic symptoms(for example red eye, itchiness,
edema(swelling), rash, redness from bloodshot and etc.) because of eye drops
(3) Glucoma patient
(4) Patients who are receiving treatment from a doctor
2) In the following cases, immediately stop taking this drug, and consult with doctor, dentist

and pharmacist. Bring this attached document at consulting.
(1) When the following symptoms occur because of the administration of this drug
red eye, itchiness, edema(swelling) and etc.
(2) No improvement of symptoms of sand-blindness after taking this drug
(3) No improvement in symptoms even after taking the drug for about 2 weeks(regarding
the preparations containing decongestant, “about 2 weeks” is changed to “several
days”).
3) Other precautions for using this drug
(1) Follow the determined directions·dose(Preparations not containing decongestant).

ㆍ

(2) Follow the determined directions dose because the excessive use of this can cause
bloodshot(Preparation containing decongestant).
(3) Administer this drug to children under the direction and supervision by a guardian
when this drug is administered to children(in the case in which there is usage for
children).
(4) When this pharmaceutical accidentally touches clothing and etc., remove it by cleansing
it with water.
(5) Use this drug only as eye drops
(6) Do not use this drug as the wearing drops for soft contact lense or do not use this
while wearing soft contact lens.
(7) When the tip of the container touches eyelids or eye lashes, the drug can be
contaminated or clouded because of eye mucos or mold and etc. therefore, precaution
is required. In addition, do not use cloudy drugs.
(8) Do not use this drug jointly in order to prevent this from being contaminated.
(9) Do not use the drug whose period of use is expired, and use the opened one as soon as
possible.
(10) When crystallized ingredients are attached to the area near the inlet of the container
and inside of the cap depending on the preservation condition, lightly remove it with
clean gauze. (Preparations containing vitamin B12).
4) Precautions for storage
(1) Keep out of the reach of children.
(2) Keep out of direct sunlight and store in a moistless and cool (airtight) container.
(Write the details in the brackets when necessary)(preparations not containing vitamin
B12).
(3) As vitamin B12 contained in this drug is discolored by sunlight or fluorescence and
etc., place the cap after use, put in the attached container and store in a cold place.
(preparations containing vitamin B12).

(4) Do not put this drug in another container in order to prevent misuse and to preserve
the quality. (when there is no possibility of misuse as the indications are well made,
there is no need for writing the precautions.)

<Anti-biotic eye drops>
1) Those of the following cases are advised to consult with a doctor, dentist, and pharmacist
before taking this drug.
(1) Those with severe pain in the eyes
(2) Those who have ever had allergic symptoms(for example rash, redness from bloodshot,
itchiness, nausea, fever and etc.) because of sulfa drugs
(3) Those who have ever had allergic symptoms(for example, bloodshot itchiness,
edema(swelling), rash, redness from bloodshot and etc.) because of eye drops
(4) Glucoma patient(Preparations containing decongestant)
(5) Patients who are receiving treatment from a doctor
2) In the following cases, immediately stop taking this drug, and consult with doctor, dentist
and pharmacist. Bring this attached document at consulting.
(1) When the following symptoms occur because of the administration of this drug
red eye, itchiness, edema(swelling) and etc.
(2) No improvement in symptoms even after taking this drug for 3, 4 days
3) Other precautions for using this drug
(1) Follow the determined directions·dose(Preparation not containing decongestant).
(2) As the excessive use of this drug can cause red eye, follow the determined
directions·dose(Preparations containing decongestant).
(3) Do not continue to take this drug for a long time
(4) Administer this drug to children under the direction and supervision by a guardian
when this drug is administered to children(in the case in which there is usage for
children).
(5) When there is a sty, precaution is required to ensure that eye lids are not rubbed, and
no other stimuli are given to the eyes. (In addition, there are those who easily
develop a sty because of physical constitution. However, as a sty is easily developed
when a physical strength is lowered because of fatigue or sleep deprivation, precaution
is required to ensure that enough rest and sleep are taken.)
(6) Use this drug only as eye drops
(7) Do not use this drug as the wearing drops for soft contact lens or do not use this

while wearing soft contact lens.
(8) When the tip of the container touches eyelids or eye lashes, the drug can be
contaminated or clouded because of eye mucos or mold and etc. therefore, precaution
is required. In addition, do not use cloudy drugs.
(9) Do not use this drug jointly in order to prevent this from being contaminated.
4) Precautions for storage
(1) Keep out of the reach of children.
(2) Keep out of direct sunlight and store in a moistless and cool (airtight) container.(Write
the details in the brackets when necessary).
(3) Do not put this drug in another container in order to prevent misuse and to preserve
the quality. (when there is no possibility of misuse as the indications are well made,
there is no need for writing the precautions.).

<artificial tear solution>
1) Those of the following cases are advised to consult with a doctor, dentist, and pharmacist
before taking this drug.
(1) Those with severe pain in the eyes
(2)

Those

who

have

ever

allergic

symptoms(for

example

red

eye,

itchiness,

edema(swelling), rash, redness from bloodshot and etc.) because of eye drops
(3) Glucoma patient
(4) Patients who are receiving treatment from a doctor
2) In the following cases, immediately stop taking this drug, and consult with doctor, dentist
and pharmacist. Bring this attached document at consulting.
(1) when there are symptoms such as red eye, itchiness, edema(swelling) and etc.
(2) In the case in which there are lots of secretion such as eye wax and etc. and lenses
become cloudy in rare cases among those who are wearing hard contact lenses
(3) When the administration of this drug does not improve sand-blindness
(4) No improvement in symptoms even after taking the drug for about 2 weeks
3) Other precautions for using this drug
(1) Follow the determined directions·dose
(2) Administer this drug to children under the direction and supervision by a guardian
when this drug is administered to children(in the case in which there is usage for
children).

(3) Use this drug only as eye drops
(4) Do not use this drug as the wearing drops for soft contact lens or do not use this

ㆍ

while wearing soft contact lens.(preparations that do not have efficacy effectiveness
regarding soft contact lens)
(5) When the tip of the container touches eyelids or eye lashes, the drug can be
contaminated or clouded because of eye mucos or mold and etc. therefore, precaution
is required. In addition, do not use cloudy drugs. In addition, do not use cloudy
drugs.
(6) Do not use this drug jointly in order to prevent this from being contaminated.
4) Precautions for storage
(1) Keep out of the reach of children.
(2) Keep out of direct sunlight and store in a moistless and cool (airtight) container.
(Write the details in the brackets when necessary).
(3) Do not put this drug in another container in order to prevent misuse and to preserve
the quality. (when there is no possibility of misuse as the indications are well made,
there is no need for writing the precautions.).

<Contact lens wearing solution>
1 Those of the following cases are advised not to use this drug.
those who are hypersensitive to this drug
2) Those of the following cases are advised to consult with a doctor, dentist, and pharmacist
before taking this drug.
(1) Those with severe pain in the eyes
(2) Those who have ever had allergic symptoms(for example red eye, itchiness,
edema(swelling), rash, redness from bloodshot and etc.) because of eye drops
(3) Patients who are receiving treatment from a doctor
3) In the following cases, immediately stop taking this pharmaceutical, and consult with
doctor or a pharmacist.
(1) Stinging feeling in the eyes, hot flush, itchiness or irritation, more unpleasant feeling
than that of wearing contact lens for the first time, foreign body sensation, excessive
tear, abnormal lacrimal secretion, red eye, blurred vision, rainbows or objects seen in
many quantities, sensitive reaction to light or dryness of cornea and etc.
(2) If the aforementioned symptoms are left untreated, they can deteriorate into infection,
cornea ulcer, vascularization and etc.

4) Other precautions for using this drug
(1) When there are problems in contact lenses and in the products for managing contact
lenses, serious disorder can be caused in the eyes. For safe use of lenses and lens
management products, the directions by a doctor and the contents of instructions
should be followed. Cornea ulcer and other eye problems can cause rapid loss of eye
sight. Therefore, if there are unpleasant feeling in the eyes, excessive tear, decreased
vision or red eye and etc. appear, remove the lenses immediately, and consult with a

ㆍ

doctor. Every person wearing contact lenses should visit a hospital clinic according to
the instruction of a doctor.
(2) Use this drug only when wearing hard contact lens(Write this in the preparations that
do not have efficacy·effectiveness for soft contact lens)
(3) When administering eye drops while wearing contact lenses, consult with a doctor in
advance.
(4) Before touching contact lenses, always wash hands cleanly.
(5) When removing contact lenses, remove one by one in order to prevent confusion of
the left and right side, and store them in a container accurately.
(6) After removing the contact lenses from the eyes, always cleanse and sterilize the
lenses.
(7) For preventing contamination of this drug, the inlet and the inside or the container
should not be touched, and the cap should be tightly placed. In particular, when the
tip of the container touches eyelids or eye lashes, the drug can be contaminated or
clouded because of eye mucos or mold and etc. therefore, precaution is required. In
addition, do not use cloudy drugs.
(8) After wearing contact lenses in the eyes, always remove the solution in the container,
cleanse, and dry the container. (Always keep clean condition of the contact lens
container and change the container every 2~3 months)
(9) Precaution is required to ensure that cosmetics or hair spray does not get into the
eyes. therefore, precaution is required.
(10) The incidence rate of abnormal reactions can be higher among smokers.
(11) When there are abnormal reactions, immediately remove lenses, and check whether
they are damaged. If there is any damage to the lenses, do not wear the lenses
again.
(12) Administer this drug to children under the direction and supervision by a guardian
when this drug is administered to children(in the case in which there is usage for
children).
(13) Do not take this drug.
(14) Always use fresh products. If the color of the solution changes or becomes foggy, do

not use the solution.
(15) Do not use this drug jointly in order to prevent this from being contaminated.
5) Precautions for storage
(1) Keep out of the reach of children.
(2) Keep out of direct sunlight and never use the product whose period of use is over
(3) Keep this at a room temperature

<eye cleansing drops>
1) Those of the following cases are advised to consult with a doctor, dentist, and pharmacist
before taking this drug.
(1) Those with severe pain in the eyes
(2) Those who have ever had allergic symptoms(for example red eye, itchiness,
edema(swelling), rash, redness from bloodshot and etc.) because of eye drops
(3) Patients who are receiving treatment from a doctor
2) In the following cases, immediately stop taking this drug, and consult with doctor, dentist
and pharmacist.
(1) When the following symptoms occur because of the administration of this drug
red eye, itchiness, edema(swelling) and etc.
(2) No improvement in symptoms even after taking the drug for several days
3) Other precautions for using this drug
(1) Follow the determined directions·dose
(2) Administer this drug to children under the direction and supervision by a guardian
when this drug is administered to children(in the case in which there is usage for
children).
(3) Use this drug only for cleansing.
(4) Do not use this as a wearing solution of contact lenses and do not use this while
wearing contact lenses.
(5) For preventing contamination, do not use cleansing equipment and cleansing cup
jointly. In addition, wash them sufficiently in running water before and after using
them.
(6) Do not use this in the wounds of the eyes.

4) Precautions for storage
(1) Keep out of the reach of children.
(2) Keep out of direct sunlight and store in a moistless and cool (airtight) container.
(Write the details in the brackets when necessary).
(3) Do not put this drug in another container in order to prevent misuse and to preserve
the quality. (when there is no possibility of misuse as the indications are well made,
there is no need for writing the precautions.)

<Relaxant>
1) Those of the following cases are advised not to take this drug. Those of the following
cases are advised not to take this drug.
those who are hypersensitive to this drug
2) Those of the following cases are advised to consult with a doctor, dentist, and pharmacist
before taking this drug.
(1) Patients with severe pain in the eyes
(2) Those who have ever had allergic symptoms such as (for example red eye, itchiness,
edema(swelling), redness from bloodshot and etc.) because of eye drops
(3) Glucoma patient(Preparations containing decongestant)
(4) Patients who are receiving treatment from a doctor
3) In the following cases, immediately stop taking this drug, and consult with doctor, dentist
and pharmacist.
(1) When there are symptoms such as itchiness, edema(swelling), pain in the eyes, change
in visual field, consistent red eye or irritation and etc.
(2) When there are lots of secretions such as eye was, and lenses become cloudy in rare
cases among those who are wearing hard contact lenses
(3) No improvement in symptoms even after taking the drug for 3 days
4) Other precautions for using this drug
(1) Follow the determined directions·dose(Preparations not containing decongestant).

ㆍ

(2) Follow the determined directions dose because the excessive use of this can cause
bloodshot(Preparations containing decongestant).
(3) Administer this drug to children under the direction and supervision by a guardian
when this drug is administered to children(in the case in which there is usage for
children).

(4) Use this drug only as eye drops.
(5) Do not use this drug as the wearing drops for soft contact lens or do not use this
while wearing soft contact lens.
(6) When the tip of the container touches eyelids or eye lashes, the drug can be
contaminated or clouded because of eye mucos or mold and etc. therefore, precaution
is required. In addition, do not use cloudy drugs.
(7) Do not use this drug jointly in order to prevent this from being contaminated.
(8) Because of high viscosity, eyes can become temporarily cloudy when this drug is
applied to eyes(Preparations containing carboxylmethyl cellulosesodium 1% or more)
5) Precautions for storage
(1) Keep out of the reach of children.
(2) Keep out of direct sunlight and store in a moistless and cool (airtight) container.
(Write the details in the brackets when necessary).
(3) Do not put this drug in another container in order to prevent misuse and to preserve
the quality. (when there is no possibility of misuse as the indications are well made,
there is no need for writing the precautions.

[Table 1]
Classification

Active drug substance
epinephrine

Ⅰ

Column

(decongestant)

Maximum
concentration(%)
0.003

ephedrinehydrochloride

0.1

tetrahydrozolinehydrochloride

0.05

naphazolinehydrochloride

0.003

phenylephrinehydrochloride

0.1

dl-methylephedrinehydrochloride

0.1

epinephrinehydrochloride

0.003(as
epinephrine)

Column

Column

Ⅱ
Ⅲ

Paragraph
Paragraph
Paragraph
Paragraph
Paragraph

1
2
3
4
5

naphazolinenitrate
neostigminmethylsulfuric acid salt
ε-aminocaproic acid
allantoin
berberic chloride hydrate
water based azulene
glycyrrhizinatedipotassium

Paragraph 6 sulfuric acidzinchydrate

0.003
0.005
5
0.3
0.025
0.02
0.25
0.25

Ⅳ

diphenhydraminehydrochloride

0.05

( Antihistamine)

chlorpheniramine maleic acid

0.03

Column

Paragraph 1 flavin adenine dinucleotidesodium
Paragraph 2 cyanocobalamin

Column

Column

Ⅴ

Ⅵ

Paragraph 3

Retinol acetate

0.05
0.02
50,000 units/100
mL

retinyl palmitate

50,000 units/100
mL
0.1
0.1

Paragraph 4 pyridoxinehydrochloride
panthenol
Paragraph 5
pantothenic acidcalcium
Paragraph 6 tocopherolacetate
L-aspartic acidpotassium

0.1
0.05
1

Paragraph 1 L-aspartic acidmagnesium

1

ㆍ

L-aspartic acidmagnesium potassium
Paragraph 2 taurine
Paragraph 3 condroitin sulfatesodium
sulfamethoxazole
Column
sulfamethoxazolesodium
(sulfa drugs)
sulfisoxazole

Ⅶ

Column

Ⅷ

potassium chloride

2
1
0.5
4
4
4
-

Classification

Active drug substance

Maximum

concentration(%)
(mineral)
2
Pharagraph 1-1
2.5
0.3
Column
0.3 0.1
Pharagraph 1-2
0.66
(viscosity
0.03
controlling
agent)
Pharagraph 2
Column
2
minim
maximu
um
m
conce
concentra
ntratio
tion
n
(%)
(%)
propyleneglycol
0.2
1
carboxylmethyl cellulosesodium
0.2
2.5
glycerine
0.2
1
polyethylrenglicol400
0.2
1
polysorbate80
0.2
1
Column
polyvinyl alcohol
0.1
4
povidone
0.1
2
hydroxyethylcellulose
0.2
2.5
hypromellose
0.2
2.5
methylcellulose
0.2
2.5
hypromellose·dextran
0.3·0.1
* Active drug substance of 1-2 of Column IX are compounded only with maximum
concentration.
calcium chloride
sodium chloride
carbonic acidhydrogensodium
carbonic acidsodiumhydrate
dry carbonic acidsodium
sulfuric acidmagnesiumhydrate
dihydrogensodiumhydrate phosphate
dihydrogensodiumhydrate phosphate
dihydrogenpotassium phosphate
polyvinyl alcohol
povidone
hypromellose
hypromellose dextran
gluconic acidchlorhexidine
factor
hydroxyethylcellulose
hypromellose
glucose
methylcellulose
boric acid

ㆍ

Ⅸ

Ⅹ

Ⅺ

ㆍ

[Table 2]
eye fatigue, conjunctival injection, unpleasant feeling in the eyes
after swim, or dirt or sweat in the eyes, eye irritation from
Paragraph
ultraviolet rays and other rays, erosion of eyelids, unpleasant
(ordinary eye drops)
feeling when wearing hard contact lens, eye itchiness,
sand-blindness.(when there are lots of eye waxes)
Column
eye inflammation(endemiceye inflammation), sty, erosion of
(antibiotic eye drops) eyelids, eye itchiness
Column
eye fatigue, support for tears (eye dryness), hard contact lens or
(artificial tear
unpleasant feeling when wearing soft contact lens,
solution)
sand-blindness.(when there are lots of eye waxes)
Column
irritation unpleasant feeling , dry feeling improvement from
(contact lens wearing
lens
solution)
Column
eye cleansing, unpleasant feeling in the eyes after swim or dirt
(eye cleansing drops) or sweat in the eyes
Column
eye dryness or burning feeling from wind·sun, irritation,
(relaxant)
temporary relief of unpleasant feeling. eye irritation prevention.

Ⅰ

Ⅱ
Ⅲ
Ⅳ
Ⅴ
Ⅵ

[Table 3]compounding method
Colu
Ⅲ
mn mn
ㆍastriction mnⅣ
Ⅰ Ⅱ (anti-inflammation
ingredien)

Colu Colu

ingredient

Column

Column

Ⅴ

Column

Ⅵ

(amino acid

(vitamin kinds)

kinds)

Colu Colu
mn mn

Ⅶ Ⅷ

Column

Ⅸ

(viscosity
controlling agent)

Colu Colu
mn mn

Ⅹ Ⅺ

1 2 3 4 5 6
blood meth amin allant berbe azule dipo sulfur

1
2 3 4 5 6
1 2 3
1-1 1-2 2
flavin cyan retinohydro panto acetat asparaminsulfuri sulfa miner poly hypr hydrox boric prop
Remarks
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preparatio
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n name
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xine
dium
etc.
etc.
e

ordinary eye
drop

◎ ◎

◎

◎

◎

○

◎ ○

×

×

×

×

×
up to 3

antibiotic eye
drop
artificial tear
solution
contact lens
wearing
solution

○ ○

○

○

○

×

×

×

×

×

×

×

×

×

×

○
○ ◎
○

◎

×

×

◎

×

○

×

○

◎ × ○
× ◎ ×
◎ × ○

×

×

kinds
except for
Column G

×

×

×

×

eye cleansing

×

×

◎

◎

○

○

×

×

×

×

×

×

×

×

×

×

×

×

◎

×

×

× in the

1 kind

drops

relaxant

Remarks

×

×

×

×

×

×

×

×

×

◎

○

×

×

×

×

×

×

×

×

×

1

1

kind

kind

i

n

t h e
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up to 3 kinds

nup to 3 kinds in the column (1
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colu
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mn
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in
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column)

× in the

◎

column

up to

1

3

kind
i

column
1 kind

kinds

n

i

t h e

n

t h e

colu

colu

mn

mn

[Table 4]Compound Coefficient
Preparation name

Ordinary eye drop
Anti-biotic eye drop
each ingredient
e a c h Coefficient
active main ingredient ingredients that are Coefficient of ingredient(th
of the case
the case of the case of not active main the case of e number of
o
f Remarks
Ingredient
compounding
compoudin compoundin ingredient
compoundin
ingredi
ents
( the number of
g of 1 g of more ingredients doe of more than doe
not g of more
2 kinds
kind
than 2 kinds not matter)
than 2 kinds
matter)
Column
bloodshot removal
1 kind in the
1
1
1
½
1
/5
1
/5
ingredient
column
Column
methylsulfuric
1
1
1
½
1
/5
1
/5
acidneostigmine
para
up to 3 kinds

≧≧
≧≧

Ⅰ
Ⅱ

ㆍ 1≧≧½

1

≧≧½

1

Column grap anti-inflammation

Ⅲ

h

astriction ingredient

1-6
Column

Ⅳ

Antihistamine

≧≧
≧≧

1

≧≧
≧≧

≧≧ /
1

≧≧ /
1

5

5

}2

≧

1

≧≧ /

1

≧≧ /

1

1

5

}2

≧

in the column(1
kind

in

each

column)
1 kind in the
5

column

para
grap
h 1
para
grap

flavin adenine
dinucleotidesodium

cyanocobalamin

1

≧≧½

≧≧ /

1

1

2

5

≧

1

≧≧ /
1

5

h 2
para
Column grap

Ⅴ

h 3
(vitamin para
kinds) grap
h 4
para
grap

up to 3 kinds
retinol kinds

≧

}2
hydrochloric

the

column(1
kind in each

acidpyridoxine

Paragraph)

pantothenic acid

1

kinds

h 5
para

in

≧≧ /
1

10

2

≧

1

≧≧ /

2

≧

1

1

10

grap acetatetocopherol
h 6
para
grap aspartic acidsaline 1
Column h 1
para
aminoaminoethyl
(amino grap
sulfonic acid
acid
h 2
kinds) para chondroitinsulfuric
grap
acidsodium
h 3
Column
sulfa drugs

≧≧½

≧≧ /

1

1

5

≧≧ /
1

5

up to 3 kinds

Ⅵ

Ⅶ
Column
Ⅷ
Ⅸ

h 1-1
(viscosit para
grap

controlli h 1-2
para
ng
agent) grap
h 2
Column

Ⅹ
Column
Ⅺ

1

≧≧ /
1

10

2

≧

≧≧ /

1

1

in the column
(1
e

kind
a

c

in
h

10

Paragraph)

≧≧½

1 kind in the

1

column

minerals

para
Column grap

y

≧

}2

polyvinyl alcohol
and etc.
hydroxyprophylmethyl
cellulose and etc.
hydroxyethyl cellulose
and etc.
1 kind in the

boric acid

column

propyleneglycol and
etc.
Remarks

up to 3 kinds except
for the Column

Ⅶ

Chapter 9 Standard Manufacturing Practices
for rhinitis oral medicine
1. Scope
This criteria is oral solids multiple preparation made for the purpose of relieving symptoms

ㆍ

of rhinitis and it shows the efficacy effectiveness of rhinitis oral medicine. Cold
medicines, medicines for allergy, the preparations made of oriental medicine prescription
and preparations made only of herb medicines are excluded.

2. Criteria
The criteria for rhinitis oral medicine are as follows. However, the preparations not suitable

ㆍ

for this criteria are evaluated individually according to the data of safety effectiveness and
reason for compounding.
(A) Active drug substance kind
1) The kinds of active drug substances are those written in <Table 1>, an its sizes what is
written in

「Korean

」

Pharmacopoeia , official compendium and formulary recognized by

the Minister of Food and Drug Safety and official compendium and what is written in
formulary according to Attachment 1-2 of

」

「Regulation

on Pharmaceutical Approval,

Notification and Review .
2) The active drug substances that have to be compounded are those among those written
in <Table 1>.
3) Active drug substances written in each Column of <Table 1> can be mutually
compounded.
4) In the case of compounding active drug substances written in Column
of <Table 1>, it is limited to 1 kind in the same Column.
5) In the case of compounding active drug substances written in Column

Ⅰ, Ⅲ, Ⅳ or Ⅴ

Ⅱ of <Table 1>, it

is limited to 2 kinds in Paragraph 1, and I kind in Paragraph 2.
6) The herb mecicine extract in Column

Ⅳ Paragraph 2 and Column Ⅵ란 of <Table 1> is

in principle water based extract (water or dilute ethanol extract of 30% or less)
(B) Active drug substance amount
1) One-day maximum dosage of active drug substances of <Table 1> is the amount written
in the Table except for the case separately regulated. One maximum dosage is 1/3 of
one-day maximum dosage. However, in the case of oral solution, one maximum dosage

is 1/6 of one-day maximum dosage.
2) In the case of compounding active drug substances written in Column
<Table 1> and active drug substances of Column
active drug substances of Column

Ⅱ Paragraph 1 of

Ⅴ, one-day maximum dosage of the

Ⅴ is 1/2 of the amount regulated in the Table.

3) In the case of compounding more than 2 kinds of active drug substances written in
Column

Ⅱ

of <Table 1> , the sum of the values calculated when the compounding

amount for the active drug substances is divided by one-day maximum dosage should
not exceed 2.
4) The lowest limit for one day of the active drug substances written in Column

Ⅰ of <Table

1> is 1/2 of one-day maximum dosage.
5) The lowest limit for one day of the active drug substances written in Column

Ⅱ, Ⅲ and

6) The lowest limit for one day of the active drug substances written in Column

Ⅳ and Ⅵ

Ⅴ of <Table 1> is 1/5 of one-day maximum dosage.
of <Table 1> is 1/10 of one-day maximum dosage.

7) The compounding method

ㆍcompounding

coefficient of each active drug substances is

referred in <Table 2>.
(C) Dosage form
Dosage

form

includes

capsules(soft

capsules

is

included),

granule,

pills,

powder,

tablets(chewable tablet, effervescent tablet are included) and oral solution(elixir and

main

tablets are excluded).
However, as for chewable tablet of diameter of more than 1.5 cm, shapes other than round
shape(donut shape) with holes are not recognized.
(D) Directions

ㆍDose

1) As for usage, this drug is taken 3 times a day in principle, and the time for dose or
interval for dose ar written. In this case, interval for dose is more than 4 hours.
However, regarding oral solution, it is allowed to take this drug up to 6 times a day,
but when it is taken 6 times a day, the interval should be about 4 hours.
2) Example for writing is as follows.

① In the case of solid preparation
Ⓐ It is taken 3 times a day after meals.
Ⓑ It is taken 3 times a day. However, the interval for dose is more than 4 hours.
Ⓒ It is taken 3 times a day, with the interval of more than 4 hours.
② In the case of oral solution
Ⓐ It is taken 3 times a day after meals, and before going to bed if necessary.
addition, it can be taken up to 6 times a day every 4 hours depending on needs.

In

Ⓑ It is taken 4 times a day after meals, and before going to bed. In addition, it can be
taken up to 6 times a day every but with the interval of 4 hours.

Ⓒ It is taken 3 ∼ 5 times a day. However, the interval for dose is 4 hours.
Ⓓ It is taken 5 ∼ 6 times a day with the interval of about 4 hours.
3) As for the usage of chewable tablet, the method of taking the drug is specifically written
with the reference of the following example.
example) Take the drug by chewing it or melting it in the mouth.
4) As for the usage of effervescent tablet, the method of taking the drug is specifically written
with the reference of the following example.
example) Take the drug by making it effervesce and disintegrating and dissolving in water
or beverage.
5) The usage for a baby under 3 months in full is not recognized.
6) Regarding capsules, pills and tablets(chewable tablet and effervescent tablet are excluded),
taking the drug by infants under 7 in full age is not recognized. In addition, as for
chewable tablet, the usage for a baby under 3 months is not recognized in principle.
7) One-day maximum dosage for children under 15 in full is the amount calculated when
one-day maximum dosage written in <Table 1> is multiplied by the value of the
coefficient corresponding to the age classification of <Table 3>.
8) When prometazinehydrochloride is compounded, the usage for children under 15 in full age
is not recognized.
9) For oral solution, all of the following conditions should be met, and directions

①

ㆍdose of

taking one at a time is recognized.
Up to 4-day dosage more than one-day minimum dosage is 1 packaging unit. In
addition, the packaging unit is written in the column of manufacturing method.

(EXAMPLE)

ㆍIn

ㆍ

「

the case of the directions dose of It is taken 4 times a day after meals, and
before going to bed. In addition, it can be taken up to 6 times a day every 4

」 : the scope of 4~24 of the packaging unit.
ㆍIn the case of the directionsㆍdose of「It is taken 3 ∼ 5 times a day. However, the
interval for dose is about 4 hours.」 : the scope of 3~20 of the packaging unit.
ㆍIn the case of the directionsㆍdose of「It is taken 5 ∼ 6 times a day with the interval
of about 4 hours.」: the scope of 5 ∼ 24 of the packaging unit.
② It is the usage for adults aged 15 or more. Directionsㆍdose for children under 15 in
hours.

full is not recognized.

③ The amount of the solution for internal use is 10 mL or less.
ㆍEffectiveness

(E) Efficacy

ㆍ

Efficacy effectiveness isrelief of the following symptoms nasal stuffiness, nose runs,
sneeze, heavy feeling in the head from sinus cold(acute rhinitis), allergic rhinitis or sinusitis

(F) Packaging unit
The limit of the amount of oral solution for internal use is 4-day dosage of one-day
maximum dosage. Regarding oral solution containing dl-methylephedrinehydrochloride, the
limit is 2-day dosage of one-day maximum dosage for adults.
(G) Storage method and Expiration date
Regarding storage method, the stability of the product is guaranteed. In the case of solid
preparations, an airtight container is used, and in the case of liquid preparations, a hermetic
container is used in principle. The expiration date is 3 years or less, and

」

「Regulation on

Pharmaceutical Approval, Notification and Review (Ministry of Food and Drug Safety
notification) regulations are applied.
3. Instructions for use
Instructions for use of rhinitis oral medicine are as follows.
(1) Those of the following cases are advised not to use this drug.
1) Baby under 3 months in full
2) Children under 15 in full age(Preparation containing prometazinehydrochloride)
3) Those who are hypersensitive to the ingredients of this drug or those who have
medical history(preparations containing lysozyme chloride are excluded)
4) Those who are hypersensitive to and medical history of the composition ingredients of
this drug or eggs(Preparation containing lysozyme chloride )
5) Lactating women(Those who are breast feeding are advised not to take this drug or to
stop breast feeding. )(Preparation containing diphenhydramine and its salts or scopolia
extract)
6) Those who are taking MAO restrainer(antidepressant, antipsychotic agent, thymoleptic,
anti-Parkinson preparation and etc.) or those who suspended taking it within 2 weeks.
(2) Do not take the following drugs while taking this drug.
Other rhinitis oral medicine, internal medicine containing antihistamine(cold medicine,
antitussive expectorant, motion sickness medicine, medicines for allergy and etc.),
preparation containing diphenhydramine (Preparations applied to skin are included)1)
1)

Preparation containing diphenhydramine and its salts

(3) Those of the following cases are advised to consult with a doctor, dentist, and

pharmacist before taking this drug.
1) A baby under 3 months in full is advised not to take the drug. Even in the case of
infants more than 3 months, infant under 2 in full are advised to consult with a
doctor, and the drug is not administered to such infants unless it is necessary. When
this drug is administered to infants under 2 in full, it should be informed to a
guardian and careful monitoring is required.
2) Those who themselves and who have their parents, or their siblings with the
constitution prone to rash, contactdermatitis, bronchial tubeasthma, allergic rhinitis,
migraine, allergy to food
3) Those who have ever had allergic symptoms(example : fever, rash, arthralgia, asthma,
itchiness and etc) because of medicines.
4) Person with high blood pressure1)2), heart disease1)2)3), kidney disease1), liver disease 4),
blood coagulation defect(blood coagulation defect)4), edema1), glucoma(example : pain
in the eyes, sand-blindnessand etc.)3), difficulty in urination3), thyroid disease2),
diabetes2) and etc., weakling or person with high fever
1)

Preparation containing licorice, glycyrrhizinate

2)

Preparation containing phenylephrinehydrochloride, dl-methylephedrinehydrochloride, hydrochloric

acidmethoxypenamine
3)
4)

Preparation containing antihistamine, parasympatholytic
Preparation containing bromelain

5) pregnant woman or women with the possibility of being pregnant, lactating women1)
1)

Preparation
hydrochloric

containing

dl-methylephedrinehydrochloride,

acidtriprolidine,

preparation

containing

preparation

benzoic

containing

acidsodiumcaffeine,

caffeineanhydrid or caffeinehydrate as caffeine by more than 100mg for one dosage
6) Senior citizen
7) Those who are receiving treatment from a doctor or a dentist
8) Those who have the following cough
smoking, asthma, chronic bronchial tube inflammation, pulmonary emphysema , cough
with excessive phlegm, cough which lasts for more than 1 week or recurrent cough,
chronic cough, cough accompanied with fever·rash or consistent headache
9) Person within 7 days after amygdalectomy, oral cavity operation (limited to chewable
tablet)
(4) In the following cases, immediately stop taking this drug, and consult with doctor,
dentist and pharmacist. Bring this attached document at consulting.
1) When there are following symptoms because of the use of this drug
hemorrhagic stroke, nausea·vomit, thirst(consistent or severe), constipation, loss of
appetite, rash·flare, itchiness, difficulty in urination, headache1), hot flush1), abnormal

photophobia1)
1)

2

Preparation containing parasympatholytic

）When the following severe symptoms occur in rare cases because of this drug
① Shock(anaphylaxis) : immediately after taking this drug, pale complexion, cold hands
and feet, cold sweat, and difficulty in breathing may occur along with rash, edema,
stuffy feeling in the chest and etc.(Preparation containing lysozyme chloride ,
chlorpheniramine maleic acid·bella-donna(total)alkaloid·caffeine, preparation containing

②

chlorpheniramine maleic acid·bella-donna(total)alkaloid·caffeine)
Mucocutanealocular syndrome(Stevens-Johnson syndrome), necrolysis(Liel syndrome) :
severe symptoms such as high fever, rash·flare, blister like burn can occur in whole
body, and mucous membrane of the lips or eyes. (Preparation containing lysozyme

③

chloride )
Stomach aldosterone : urine can decrease, face and hands and feet swell, eyelids
become heavy, hands become stiff, blood pressure increase, and headache can occur.
(if the preparations whose one-day maximum dosage is more than 1 g as licorice
are taken for a long time, stomach aldosterone such as hyperaldosteronism, elevation
of blood pressure, sodium body fluid undercurrent, edema, weight gain and etc. can
occur.

Therefore,

sufficiently,

④

and

observation
when

there

(serum
are

potassium

value)

should

abnormalities,

taking

the

be

drug

conducted
should

be

stopped.)(Preparation containing licorice, glycyrrhizinate)
Myopathic disorder : as the result of hyperaldosteronism, myopathic disorder can
occur. Therefore, observation should be conducted sufficiently, and when there are
abnormalities such as feeling of helplessness, limb convulsion, paralysis, taking the
drug should be stopped.(Preparation containing licorice, glycyrrhizinate)

3) No improvement in symptoms even after taking the drug 5~6 times
(5) Other precautions for using this drug
1) Follow the determined usage·dose
2) Do not continue to take this drug for a long time.
3) Administer this drug to a baby under the direction and supervision by a guardian when
this drug is administered to children(in the case in which there is usage·dosage for a
baby).
4) As sleepiness can occur while taking this drug, avoid driving a car or manipulating
machine.
5) Do not drink while taking this drug.
6) When preparations containing potassium Preparation containing, preparation containing
licorice, preparation containing glycyrrhizinate or its salts, loop diuretic(furosemide,
ethacrynic acid) or thiazide diuretic(trichlormethiazide )are used in parallel, because of

stomach aldosterone or hyperaldosteronism,

myopathic disorder can easily occur,

therefore precautions are required when taking this drug..(Preparation containing
licorice)
(6) Precautions for storage
1) Keep out of the reach of children.
2) Keep out of direct sunlight and store in a moistless and cool (airtight) container. (Write
the details in the brackets when necessary)
3) Do not put this drug in another container in order to prevent misuse and to preserve
the quality.
(when there is no possibility of misuse as the indications are well made, there is no
need for writing the precautions.)

<Table 1>
Classification

Ⅰ

Column

Active drug substance name

12

diphenhydraminehydrochloride

75

triprolidinehydrochloridehydrate

6

tripelenamine hydrochloride

100

prometazinehydrochloride

15

Alimemazine Tartrate

5

diphenhydraminetannate

75

carbinoxamine maleate

16

chlorpheniramine maleic acid

12

d-chlorpheniramine maleic acid

6

dl-methylephedrinehydrochloride
hydrochloric
acidmethoxypenamine

Column

Paragraph 2

Ⅲ

Column

Ⅳ

30
110
150
as alkaloid

Ⅱ

Column

dosage(mg)

diphenylpyralinehydrochloride

phenylephrinehydrochloride
Paragraph 1

one-day maximum

Paragraph 1
Paragraph 2

Ⅴ

Column

daturaextract

0.6

bella-donna alkaloid

0.6

belladonna extract

60

isopropamidiodine

7.5

scopolia extract

60

lysozyme chloride
bromelain
glycyrrhizinate and its salts
licori original herb medicine*
ce

powder

90 (titer)
120,000 unit
as glycyrrhizinate 200
5 g
1.5 g

benzoic acidsodiumcaffeine

300

caffeinehydrate

300

caffeineanhydrid

300

*It is made into extracts of preparation in the aforementioned original herb medicine.

Classification

Ⅵ

Column

one-day maximum dosage(g)
original herb
powder
medicine*

Ingredient

Schizonepeta

3

-

sessin

3

-

ginger

3

1

Magnoliae Flos

3

-

Anthriscus sylvestris Hoffm

3

-

Angelica d

3

1

*It is made into extracts of preparation in the aforementioned original herb medicine.

ㆍCompound Coefficient

<Table 2> Compound Method

Ingredient

Composition coefficient
Comp
the case of compounding more
case
of than 2 kinds of the same column
ositio the
compounding 1
n
in
the Proportional
m e t h kind
Compound each ingredient
column
od
Coefficient

≧ ≧1/2
Paragraph
Paragraph sympathomimetic
1≧ ≧1/5
Blank
1
2≧
Ⅱ Paragraph
parasympatholytic
1≧ ≧1/5
2
Blank
anti-inflammat
1≧ ≧1/5
Ⅲ
ory enzyme
Paragraph glycyrrhizinate
1≧ ≧1/10
1
saline
Blank
○
Ⅳ Paragraph licorice
1≧ ≧1/10
2
Blank
caffeine
○ 1 ≧ ≧1/5
Ⅴ
Blank
herb medicine ○
1≧ ≧1/10
Ⅵ
* : In the case of compounding of Column Ⅱ Paragraph 1,
Ⅰ

Blank

antihistamine

◎
○
○
○

1
kind

1

≧ ≧1/5

1

≧ ≧1/10

1
kind

one-day maximum dosage is

◎ : essential ingredient, ○ : ingredient possible to compound

3) × : impossible to compound

1
kind
1
kind

1

1/2 of <Table 1>.

2)

2
kinds

1
kind

*

note 1) See the names of the preparation ingredients

Num
b e r
o
f
ingre
dients

<Table 3> Conversion of the Volume by Age Classification Coefficient
Age Classification

Coefficient

15 or more in full

1

11 or more in full - under 15 in full

2/3

7 or more in full - under 11 in full

1/2

3 or more in full - under 7 in full

1/3

2 or more in full - under 3 in full

1/4

Chapter 10 Standard Manufacturing Practices for Rhinitis Spray
1. Scope
This criteria is applied to a rhinitis spray applied to nasal cavity as it is prescribed for the
purpose of relieving the rhinitis symptoms.
2. Criteria
The criteria for Hhinitis spray are as follows. However, the preparations not suitable for

ㆍ

this criteria are evaluated individually according to the data of safety effectiveness and
reason for compounding.
(A) Active drug substance kind
1) The kinds of the ingredients which are possible for compounding are what is written in
[Table 1], and the size is what is written in official compendium and formulary
according

to

「Korean

medicine (herb medicine)

」, 「Korean
standards」 and 「Regulation

Pharmacopoeia

Pharmacopoeia

and

oriental

on Pharmaceutical Approval,

」 Attachment 1-2 notified by the Minister of Food and Drug

Notification and Review
Safety.

2) The active drug substances that have to be compounded are those written in Column

Ⅰ

of <Table 1>.
3) Active drug substances written in each Column of <Table 1> can be mutually
compounded.
4) In the case of compounding active drug substances written in Column
<Table 1>, it is limited to 1 kind in the same Column.

Ⅰ, Ⅱ, Ⅲ, Ⅳ of

(B) Active drug substance amount
1) The maximum concentration of each active drug substance written in <Table 1> is the
amount written in the same Table.
2) The minimum concentration of active drug substances written in Column

Ⅰ

of <Table

1> is 1/2 of the maximum concentration, and the minimum concentration of each active
drug substance written in the next Column is 1/5 of the maximum concentration.
3) The compounding method and compounding coefficient of each active drug substance is
referred to <Table 2>
(C) Dosage form
Dosage form includs externally used solution made to be applied to nasal cavity(spray
liquid

not

containing

load,

spread

or

spray

substances).

In

addition,

regarding

inhalant(preparation designed to be inhaled in the nasal cavity), it is the item outside of
the criteria.
(D) Directions

ㆍDose

1) As for usage, it shall be applied to nasal cavity within the scope of 6 times a day. The
application method and application interval shall be written. The interval shall be more
than 3 hours. However, preparation containing Xylometazoline HCl

shall be

applied to

nasal cavity within the scope of 3 times a day. The application interval shall be more
than 8 hours.
2) The usage for a baby under 3 months 2 in full age is not recognized.
3) The maximum concentration for children under 7 in full age

shall be the amount

calculated when the maximum concentration written in <Table 1> is multiplied by 1/2.
However, for preparation containing Xylometazoline HCl, the maximum concentration for
children under 12 in full age shall be the amount calculated when the maximum
concentration written in <Table 1> is multiplied by 1/2.

ㆍEffectiveness

(E) Efficacy

ㆍ

Efficacy effectiveness isrelief of the following symptoms nasal stuffiness, nose runs,
sneeze, heavy feeling in the head from sinus cold(acute rhinitis), allergic rhinitis or sinusitis
.
(F) Packaging unit
It is 30mL or less
(G) Storage method and Expiration date

Regarding storage method, the stability of the product is guaranteed. An airtight container is
used in principle. The expiration date is 3 years or less, and

」

「Regulation

on

Pharmaceutical Approval, Notification and Review (Ministry of Food and Drug Safety
notification) regulations are applied.
3. Instructions for use
Instructions for use of rhinitis spray are as follows.
(1) Those of the following cases are advised not to take this drug.
1) Baby under 15 in full age(limited to the case in which there is no usage for a baby
under 15 in full age)
2) Children under 12 in full age (limited to the case in which there is no usage for
children under 12 in full age)
3) Children under 7 in full age (limited to the case in which there is no usage for children
under 7 in full age)
4) Those who are hypersensitive to the ingredients of this drug or those who have
medical history
5) Lactating women(Those who are breastfeeding are advised not to take this drug or to
stop breastfeeding. )(Preparation containing diphenhydramine and its salts)
6) Those who are taking MAO restrainer(antidepressant, antipsychotic agent, thymoleptic,
anti-Parkinson preparation and etc.) or those who suspended taking it within 2 weeks.
(2) Do not take the following drugs while taking this drug.
Preparations containing diphenhydramine(preparations applied to skin are included)1)
1)

Preparation containing diphenhydramine and its salts

(3) Those of the following cases are advised to consult with a doctor, dentist, and
pharmacist before taking this drug.
1) Those who themselves and who have their parents, or their siblings with the
constitution prone to rash, contactdermatitis, bronchial tubeasthma, allergic rhinitis,
migraine, allergy to food
2) Those who have ever had (Rhinitis spray is inclyded) allergic symptoms(example :
fever, rash·flare, edema, irritation, arthralgia, asthma, itchiness and etc.)because of the
use of this drug
3) High blood pressure, heart disease, diabetes, thyroid disease, glucoma patient
4) Pregnant woman or women with a possibility of being pregnant
5) Lactating mother: Since it is not possible to know if this drug is excreted in breast
milk, this pharmaceutical shall be used under the supervision of a doctor, dentist or
pharmacist. (preparation containing Xylometazoline HCl)
6) Those who have the following cough

cough accompanied with smoking, asthma, chronic bronchial tube infection, pulmonary
emphysema , excessive phlegm, or recurrent cough which lasts for more than 1 week,
chronic cough,

or cough accompanied with fever·rash or constant headache(Preparation

containing antihistamine, antitussive, expectorant)
(4) In the following cases, immediately stop taking this drug, and consult with doctor,
dentist and pharmacist. Bring this attached document at consulting.
1) When there are following symptoms because of the use of this drug
rash·flare, edema, irritation, itchiness
2) No improvement in symptoms even after taking this drug for 3 days.
(5) Other precautions for using this drug
1) Follow the determined usage·dose
2) Do not use this drug excessively because excessive use of this drug can cause nasal
stuffiness.
3) This drug is used only as a rhinitis spray. Do not use this in the eyes and ears.
4) Do not use this drug jointly in order to prevent this from being contaminated.
5) Do not use this drug for more than 7 days in a row.
6) As sleepiness can occur while taking this drug, avoid driving a car or manipulating
machine, therefore, precaution is required.(Preparation containing antihistamine)
7) Do not drink while taking this drug
8) Administer this drug to a baby under the direction and supervision by a guardian when
this drug is administered to children(in the case in which there is usage·dosage for a
baby).
(6) Precautions for storage
1) Keep out of the reach of children.
2) Keep out of direct sunlight and store in a moistless and cool (airtight) container. (Write
the details in the brackets when necessary)
3) Do not put this drug in another container in order to prevent misuse and to preserve
the quality.
(when there is no possibility of misuse as the indications are well made, there is no
need for writing the precautions.)

<Table 1>
Classification

Ⅰ

Column

Ⅱ

Column

Ⅲ

Column

Ⅳ
ColumnⅤ
Column

Active drug substance
epinephrine
ephedrinehydrochloride
tetrahydrozolinehydrochloride
naphazolinehydrochloride
phenylephrinehydrochloride
dl-methylephedrinehydrochloride
oxymetazolinehydrochloride
xylometazoline HCl
diphenhydraminehydrochloride
diphenhydramine
chlorpheniramine maleic acid
acrinolhydrate
cetylpyridinium chloride
benzalconium chloride
benzetonium chloride
lidocainehydrochloridehydrate
lidocaine
glycyrrhizinate디potassium
salicylic acid methyl

Maximum
concentration(%)
0.01
0.5
0.1
0.05
0.5
0.5
0.05
0.1
0.2
0.2
0.5
0.05
0.05
0.02
0.02
0.5
0.5
0.3
0.05

<Table 2> Compound Method and Compound Coefficient
Compound coefficient
the case of compounding the 2
Ingredient

Paragraph

Ⅰ

Ⅱ
ColumnⅢ
ColumnⅣ
ColumnⅤ
ColumnⅥ
Column

Compound

the case of

method

compounding the

kinds in the same Column
proportional

same 1 kind in

compounding

the Column

coefficient

anti-inflammation

◎
○
○
○
○

Deleted

Deleted

vasoconstrictor
antihistamine
disinfectant
local
anesthetic

≧ ≧1/2
1≧ ≧1/5
1≧ ≧1/5
1≧ ≧1/5
1≧ ≧1/5
1

note 1) See the names of the preparation ingredients
2)

each ingredient

of

ingredie
nts

1 kind
1 kind
1 kind
1 kind

≧ ≧1/5

1

◎ : essential ingredient, ○ : ingredient possible to compound

3) × : impossible to compound

no.

Deleted

Chapter 11 Standard Manufacturing Practices for Piles Medicine for External Use

1. Scope
This criteria is applied to composite preparation for external use in anus or insider of
rectum and it is prescribed for the use in the symptoms of piles. However, the preparations
from oriental medicines and preparation made only if herb medicines are excluded.
2. Criteria
The criteria for piles medicine for external use are as follows. However, the preparations

ㆍ

not suitable for this criteria are evaluated individually according to the data of safety
effectiveness and reason for compounding.
1) Active drug substance kind

(1) The kind of active drug substances that can be compounded is what is written in [Table
1] and its size is what is written in

「Korean Pharmacopoeia」, official compendium and

formulary recognized by the Minister of Food and Drug Safety and notification of
standard and test method separately by the Minister of Food and Drug Safety.
(2) The active drug substances that have to be compounded shoud be those written in
Column

Ⅰ of [Table 1].

(3) Active drug substances written in each Column of [Table 1] can be mutually
compounded.
(4) In the case of compounding active drug substances written in Column

Ⅵ of [Table 1], the substance is limited to 1 kind in the same Column.

Ⅱ, Ⅲ, Ⅴ or

(5) In the case of compounding active drug substances written in Column
[Table 1], the substance is limited to 1 kind in each Column.
(6) In the case of compounding active drug substances written in Column

Ⅷ

or

Ⅸ

of

Ⅰ Paragraph 1

of [Table 1], the substance is limited to 2 kinds. However, dibucainehydrochloride,
dibucaine and lidocainehydrochloridehydrate and lidocaine cannot be compounded
simultaneously.
(7)

Allantoin
sulfuric

and

allantoinchlorhydroxyaluminium,

acidaluminiumpotassiumhydrate

of

drysulfuric

Column

Ⅶ

of

acidaluminiumpotassiumand
[Table

1]

cannot

be

compounded simultaneously.
(8) Witch hazel in Column

Ⅶ

of [Table 1] is water based extract from ethanol diluted

with water or diluted at 30% or less.
2) Active drug substance amount
(1) As for the active drug substances written in [Table 1], in the case in which there is a
usage for applying ointment and in the case of compounding in externally used

medicines, the maximum concentration is the amount written in the Table A, and in the
case in which there is usage for injection of ointment, and in the case of compounding
in suppositories, one maximum dosage is the amount written in the Table B.
(2) The minimum concentration or lowest limit of one-dosage of the active drug substances
written in each Column of [Table 1](Column

Ⅶ

Paragraph 2 and Column

Ⅸ

are

excluded) is 1/5 of the maximum concentration or one maximum dosage. However, any

Ⅰ should be more than 1/2 of

one out of the active drug substances written in Column
the maximum concentration or one maximum dosage.

(3) The minimum concentration or lowest limit of one-dosage of the active drug substances
written in Column
and Column

Ⅶ Paragraph 2 and Column Ⅸ of [Table 1](Column Ⅶ Paragraph 2

Ⅸ are

excluded) is 1/10 of the maximum concentration or one maximum

dosage.
(4) In the case of compounding 2 kinds of the active drug substances written in Column

Ⅰ

Paragraph 1 of [Table 1], the sume of the values calculated when the

concentration or amount compounded for each active drug substnace is divided by
each maximum concentration or one maximum dosage should not exceed 1.
3) Dosage form
Dosage form includes suppository(soft capsules are included), ointment, cream, gel and
externally used medicines(aerosol is included.).
4) Directions

ㆍDose

(1) In the case in which ointment, cream, and gel are spread or in the case of externally
used medicines, as for the usage, it is directly applied to the affected area within 3
times a day. In the case of external medicines, specific methods of use can be
written.
(2) In the case of injecting ointment and cream, and in the case of suppository

① As for usage, within the scope of 1 unit per one time, and 3 times per day, it is
②

inserted into rectum.
In the case of injecting ointment and cream, specific methods of use can be
written.

③ The usage for children under 7 in full age is not recognized.
④ For children aged 7 or more and under 15 in full, one maximum dosage is 1/2 of
one maximum dosage written in B of [Table 1].

ㆍEffectiveness
EfficacyㆍEffectiveness

5) Efficacy

is

“temporary

relief

and

sterilization

of

anal

fissure

ㆍ

hemorrhoid’s

ㆍitchinessㆍedema(swelling)ㆍbleedingㆍerosion”.

pain

However,

as

for

erosion and sterilization, it is limited to the case of spreading ointment, cream and gel

ㆍ

and in the case of external medicine. The efficacy effectiveness written in the left
Column of the next Table is limited to the case of compounding 1 kind of active drug
substances written in right Column of the Table by more than 1/2 of the maximum
concentration or one maximum dosage.
left column
itchiness
edema(swelling)

right column
column paragraph 1, column

ㆍ

Ⅳ

Ⅰ

Ⅱ
Ⅳ

Ⅲ, column

Ⅲ

column , column , column
bleeding
erosion
column
sterilization
column V paragraph 1
6) Storage method and Expiration date

Ⅳ

Regarding storage method, the stability of the product is guaranteed. In the case of soft
capsules, an airtight container is used, and in the case of aerosol, a sealing container is
used, and in the case of other dosage forms, a hermetic container is used in principle. The
expiration date is 3 years or less, and

」

「Regulation

on Pharmaceutical Approval,

Notification and Review (Ministry of Food and Drug Safety notification) regulations are
applied.

3. Instructions for use
Instructions for use of piles medicine for external use are as follows.
1) Those of the following cases are advised not to use this drug.
(1) Those with festering wounds (preparation containing adrenocortical hormone )
(2) difficulty in urination patient because of heart disease, high blood pressure, thyroid
disease, diabetes, prostatomegaly(preparation containing vasoexiter material )
(3) Those with scars near anus(preparation containing resorcinol)
(4) Lactating women(because of movement from breast milk, infant’s pulse can become
rapid)(ointment,

cream

of

suppository

and

injection

containing

usagedl-methylephedrinehydrochloride).
(5) Patients who are hypersensitive to the ingredients of this drug (preparation containing witch
hazel)
2) Do not take the following drugs while taking this drug.

(1)

Suppositories

containing

dl-methylephedrinehydrochloride,

scopolia

extract

and

glycyrrhizinate or ointment, cream(preparation with injection usage)
(2) Hypotensive agent, antidepressant
3) Those of the following cases are advised to consult with a doctor, dentist, and pharmacist
before taking this drug.
(1) Glucoma patient(pain in the eye, sand-blindness)(Preparation containing scopolia extract)
(2) Pregnant woman or women with a possibility of being pregnant(suppository and
ointment and cream with injection usage)
(3) Pregnant woman or lactating women(Preparation containing witch hazel)
(4) Patient with medical history of allergic symptoms from drug or cosmetics (rash,
redness from bloodshot, itchiness, sap of the lacquer tree, other skin disease and
etc.)(Preparation containing witch hazel)
(5) Patients who are receiving treatment from a doctor
4) In the following cases, immediately stop taking this drug, and consult with doctor, dentist
and pharmacist. Bring this attached document at consulting.
(1) When there are symptoms such as redness from bloodshot, edema(swelling), irritation
(festering))1 (mouth dryness, photophobia, difficulty in urination)2 because of the use
of this drug [Preparation containing adrenocortical hormone making ()1 ,Preparation
containing scopolia extract making ()2].
(2) When there are symptoms such as allergic symptoms(rash, redness from bloodshot,
itchiness and etc.)because of the use of this drug(Preparation containing dl-menthol,
resorcinol, witch hazel of Column

Ⅰ ).

(3) Sometimes hypersensitivity, shivering, sleepiness, nausea, anorexigenic can occur
because of the use of this drug(Preparation containing ephedrine).
(4) No improvement in symptoms even after taking the drug for about 7 days
(5) When there is bleeding
5) Other precautions for using this drug
(1) Follow the determined directions·dose
(2) Do not use this drug to children(when there is no directions

ㆍdose

for children in

suppository and ointment, cream with injection usage and gel)
(3) Administer this drug to children under the direction and supervision by a guardian
when this drug is administered to children(in the case in which there is usage for
children). (When there is a usage for children).
(4) Precautions are required to ensure that this drug does not get in the eyes. If it gets in
the eyes, immediately wash the eyes with lukewarm water. If the symptoms are

severe, immediately consult with an eye doctor.(aerosol).
(5) If this drug becomes soft, use it after cooling it for a moment. If it becomes
excessively hardened, use it after making it soft. [suppository(soft capsules is
excluded)].
(6) This drug is used only to rectum, and do not use this for internal use. (suppository).
(7) This drug is used only in anus parts, and do not use this for eyes.(ointment, cream,
and gel).
(8) This drug is used only in anus parts, and do not use this for internal use or eyes.
[liquid (aerosol is included)].
(9) Shake well before use.(aerosol).
6) Precautions for storage
(1) Keep out of the reach of children.
(2) As suppositories are made in the way that it is easily melted with body temperature,
keep it in a cool place and avoid the place with direct sun light or high temperature.
(place the cap tightly) (suppository).[Write the details in the brackets when necessary]
(3) Keep out of direct sunlight and store in a moistless and cool (airtight) container.
(suppository is excluded).[Write the details in the brackets when necessary]
(4) Do not put this drug in another container in order to prevent misuse and to preserve the
quality. (when there is no possibility of misuse as the indications are well made, there
is no need for writing the precautions.)
(5) Do not place it near fire. (limited to flammable liquid or aerosol).

[Table 1]

Classification

Active drug substance

aminobenzoic acidethyl
dibucainehydrochloride
procainehydrochloride
lidocainehydrochloridehydrate
Blank Paragraph 1
dibucaine
mepivacaine
lidocaine
pramoxinehydrochloride
Paragraph 2 scopolia extract

Ⅰ

epinephrine solution

Ⅱ

Blank

Ⅲ

Blank

Ⅳ

Blank

Paragraph 1
Blank

Ⅴ

ephedrinehydrochloride
tetrahydrozolinehydrochloride
naphazolinehydrochloride
phenylephrinehydrochloride
dl-methylephedrinehydrochloride
hydrocortisonacetate
prednisoloneacetate
hydrocortisone
prednisolone
zinc oxide
tannin acid

A
Maximum
Concentration
(%)
10
0.5
2
3
0.5
0.75
3
1
5
0.001 as
epinephrine
1
0.05
0.05
0.25
0.5
0.5
0.1
0.5
0.1
20
5

B
one maximum
dosage
( )
200
10
40
60
10
15
65
20
100

㎎

20
1
1
5
10
5
1
5
1
400
100

acrinol

0.2

4

isopropylmethylphenol

0.1

2

cetylpyridinium chloride

0.2

4

dequalinium chloride

0.1

2

chlorberberine

1.5

30

0.1

2

hydrochloric acidchlorhexidine

0.5

10

gluconic acidchlorhexidine

1

cetrimide

0.125

2.5

resorcinol

2

40

benzalkonium chloride

sulfadiazine
Paragraph 2 sulfisomidine
homosulfamine
diphenylpyralinehydrochloride
Blank Paragraph
diphenhydraminehydrochloride

5
5
5
0.1
1

-

100
100
100
2
20

Ⅵ

Paragraph 1

1
0.2

20
4

5

100

1
1
10
1.5(titer)
1.1
1.5
5

20
20
200
30(titer)
22
30
100

2

40

0.04

0.8

diphenhydramine
chlorpheniramine maleic acid

Paragraph 2 crotamiton
allantoin
allantoinchlorhydroxyaluminium
ichthammol
lysozyme chloride
Paragraph dry sulfuric acidaluminiumpotassium
glycyrrhizinate
1
yolk oil
sulfuric
acidaluminiumpotassiumhydrate
guaiazulene

Blank

Ⅶ

extract
original
herb
medicine
conversi
on
amount

Paragraph 2
lithospermum
western Aesculus turbinata seed
garlicextract(100 1)
witch hazel
liver oil

→

Blank

Paragraph 1 retinyl palmitate

Ⅷ

vitaminA oil
Paragraph 2

acetatetocopherol

tocopherol
d-camphor
Paragraph 1
dl-camphor
Blank
mint oil
Paragraph 2 l-menthol
dl-menthol
Paragraph 3 eucalyptus oil

Ⅸ

powder

2.5
25

2.5
1
-

25

extract
original
herb
medicin powder
e
conversi
on
amount
50
50
500
20
500
-

120,000IU/100g as
vitaminA

2,400IU as
vitaminA

3

60

3
1
1
0.75
0.5
0.5
0.5

60
20
20
15
10
10
10

Chapter 12 Standard Manufacturing Practices

ㆍtinea medicine

for Athlete's foot

1. Scope
This criteria is applied to medical composite preparation applied externally which is made

ㆍ

for the purpose of being used on athlete's foot tinea symptoms, and the preparations from
orietenal medicines prescription and herb medicines are excluded.
2. Criteria

ㆍ

Athlete's foot tinea medicine are as follows. However, the preparations not suitable for

ㆍ

this criteria are evaluated individually according to the data of safety effectiveness and
reason for compounding.
1) Active drug substance kind
(1) The kind of active drug substances that can be compounded is what is written in [Table
1] and its size is what is written in

「Korean Pharmacopoeia」, official compendium and

formulary recognized by the Minister of Food and Drug Safety and notification of
standard and test method separately by the Minister of Food and Drug Safety.
(2) The active drug substances that have to be compounded are more than 1 kinds among
those written in Column

Ⅰ(Paragraph 8 and Paragraph 9 are excluded) or Column Ⅱ

of [Table 1].
(3) Active drug substances written in each Column of [Table 1] can be mutually
compounded.
(4) In the case of compounding active drug substances written in Column
it is limited to 1 kind in the same Paragraph.
(5) The active drug substances written in Column

Ⅴ of [Table 1],

Ⅰ of [Table 1] can be compounded by

up to 3 kinds. However, except for the cases of compounding undecylenic acid or
undecylenic acidzinc written in Paragraph 1, it is limited to 1 kind in the same
Paragraph. In addition, the active drug substances marked with

△

should not be

compounded with other substances in the same Column.

Ⅲ Paragraph 1
of [Table 1] or in the case of compounding active substances written in Column Ⅳ

(6) In the case of compounding active drug substances written in Column

Paragraph 1 of [Table 1], it is limited to 1 kind in the same Paragraph.
(7) The active drug substances written in Column

Ⅲ of [Table 1] can be compounded by

up to 3 kinds. However, acetic acid should not be compounded with other substances
in the same Paragraph.
(8) Allantoin, aldioxa, pottasium glyciric acid written in Column

Ⅵ of [Table 1] and d-camphor,

dl-camphor, mint oil, dl-menthol, l-menthol written in Column

Ⅶ should not be comppunded

simultanetously.
2) Active drug substance amount
(1) The maximum concentration of the active drug substance written in [Table 1] is the
amount written in the Table.
(2) The minimum concentration of the active drug substances written in Colum
(Paragraph 8 and Paragraph 9 are excluded) and Column

Ⅱ of

Ⅰ

[Table 1] is 1/5 of

the maximum concentration.(regarding the ingredients indicated in brackets, 1/5 of its
concentration) However, the minimum concentration of any of the compounded
ingredients should be more than 1/2(regarding the ingredients indicated in brackets, 1/5
of its concentration).
(3) The minimum concentration of each active drug substance written in Column

ㆍParagraph

Paragraph 8

9, Column

Ⅲ, Ⅳ, Ⅴ, Ⅵ, Ⅶ, Ⅷ

1/10 of the maximum concentration.
chloride written in Column

Ⅰ

and IX of [Table 1] is

However, the concentration of benzalconium

Ⅲ Paragraph 1 of [Table 1] should be the concentration

listed in the Column maximum concentration.
(4) In th case of aerosol, effective concentration is the concentration of the solution except
for the spray propellant.
3) Dosage form
As for dosage forms, there are aerosol, ointment, cream, gel, lotion, external medicine
and externally used powder As for dosage forms, there are aerosol, ointment, cream, gel,
lotion, external medicine and externally used powder
4) Directions

ㆍDose

The usage is what is applied to external skin several times a day, and the specific
method of use is written.

ㆍEffectiveness

5) Efficacy

athlete's foot, dhobie itch(groin tinea), tinea corporis
6) Storage method and Expiration date
Regarding storage method, the stability of the product is guaranteed. In the case of
aerosol, a sealing container is used, and in the case of other dosage forms, a hermetic
container is used in principle. The expiration date is 3 years or less, and

」

「Regulation

on Pharmaceutical Approval, Notification and Review (Ministry of Food and Drug
Safety notification) regulations are applied.

3. Instructions for use

ㆍ

Instructions for use of athlete's foot tinea medicine are as follows.
1) Those of the following cases are advised not to use this drug.
(1) Do not use this drug in the following areas.

① Eyes or circumocular, mucous membrane(for example inside of the mouth, inside of
nose, vagina and etc.), genitals, external genitals and etc.

② Eczema
③ Disease parts of severe damp, erosion, split or wound (aerosol, ointment, cream, gel,
lotion, liquid for external use)
(2) Infant under 2 in full
2) Those of the following cases are advised to consult with a doctor, and pharmacist before
taking this drug.
(1) Those who have ever had allergic symptoms(for example dermatitis and etc. from
rash·flare, itchiness, sap of the lacquer tree and etc.) because of medicines, cosmetics
and etc.
(2) Those who are allergic themselves or their family members are allergic
(3) Those who have affected areas on the face or those who have broad affected area.
(4) Those who have affected areas which fester
(5) Those for whom the distinction between
itch(groin tinea), tinea corporis

「eczema」and 「athlete's

foot

」is unclear.

ㆍdhobie

「eczema」and 「athlete's

ㆍ

foot dhobie

」

itch(groin tinea), tinea corporis (when there are

symptoms such as genitals itchiness, erosion and etc., it can be caused by other
causes in many cases).
(6) Infant
(7) Patients who are receiving treatment from a doctor
(8) Elderly people (preparation containing Econazole Nitrate)
3) In the following cases, immediately stop taking this drug, and consult with doctor and
pharmacist.
Bring this attached document at consulting.

ㆍ

(1) When there are symptoms such as dermatitis, edema(swelling), irritation from rash

redness from bloodshot, itchiness, sap of the lacquer tree and etc. (Write abnormal
reactions according to the next Table) and etc. because of the use of this drug
(2) No improvement in symptoms even after taking the drug for about 2 weeks

Ingredient name

Abnormal reaction

Preparation containing econazolenitrate, clotrimazole

fever, pain

Preparation containing miconazolenitrate, tioconazole

desquamation

Preparation containing clotrimazole, econazolenitrate,
miconazolenitrate, tioconazole, ciclopirox olamine, tolcyclate erosion

ㆍ

Preparation containing miconazolenitrate, tioconazole,
tolcyclate

feeling of
dryness tracting

Preparation containing econazolenitrate, miconazolenitrate,
tioconazole, tolcyclate

blister

4) Other precautions for using this drug
(1) Follow the determined directions·dose(However, in the case in which specific amount is
not indicated, the letters of the amount may not be written.)
(2) Administer this drug to children under the direction and supervision by a guardian
when this drug is administered to children
(3) Use this drug only for external use, and do not use this for internal use
(4) Precaution is required to ensure that it does not get into the eyes. When this drug gets
in the eyes, wash eyes with water. When the symptoms are severe, see an eye doctor.
(5) Use this drug after cleaning the affected area and its surrounding areas.
(6) Shake well before use(it is written when necessary).
(7) Spray this in the distance of tens of centimeters from the affected area.(limited to
aerosol, and write the proper distance for the product)
(8) Do not spray for dozens of seconds when this is consecutively administered in the
same area. (limited to aerosol, the scope which does not exceed 3 seconds as a
proper time is written.)
(9) If this pharmaceutical is used in combination with warfarin, the anticoagulant effect may
be increased (preparation containing Econazole Nitrate).
(10) Do not use occlusive dressing or packing guideline unless directed by a doctor
(preparation containing Econazole Nitrate)
5) Precautions for storage
(1) Keep out of the reach of children.
(2) Keep out of direct sunlight and store in a moistless and cool (airtight) container.
(Write the details in the brackets when necessary).
(3) Do not put this drug in another container in order to prevent misuse and to preserve
the quality. (when there is no possibility of misuse as the indications are well made,

there is no need for writing the precautions.).
(4) Do not keep it near fire.(aerosol).

[Table

1]

Classification

Paragraph 7
Paragraph 8

undecylenic acid
undecylenic acidzinc
clotrimazole
econazolenitrate
miconazolenitrate
tioconazole
ciclopirox olamine
pyrrolnitrine
thianthol
tolcyclate
tolnaftate
haloprogin
sulfur

Paragraph 9

tree root bark

Paragraph 1
Paragraph 2

salicylic acid
zinc oxide
acrinolhydrate
isopropylmethylphenol
deleted <2015.9.21>
benzalconium chloride
benzetonium chloride
chlorhexidinehydrochloride
chlorhexidineglucosan
saline
liquid
hinokitiol
resorcinol
benzoic acid
chlorbutanol
acetic acid
phenol
iodinetincture
diphenylpyralinehydrochloride
diphenhydraminehydrochloride
chlorpehniramine
diphenhydramine
chlorpheniramine maleic acid
diphenhydraminesalicylate
crotamiton
aminobenzoic acidethyl
dibucainehydrochloride
procainehydrochloride
lidocainehydrochloridehydrate

Paragraph 1

Paragraph 2

Ⅰ

Blank

Paragraph 3
Paragraph 4
Paragraph 5
Paragraph 6

Ⅱ

Blank

Paragraph
Paragraph 1

Ⅲ

Blank

Paragraph 2

Ⅳ

Blank

active drug substance

Paragraph 1

Paragraph 2

Ⅴ

Blank

△
△
△
△
△
△
△
△

dibucaine

Maximum
Concentration(%)
10
20
1
1
1
1
1
0.5(titer)
30
1
2
1
10
10(original herb medicine
conversion amount)
10(2)
60(2)
0.2
3
deleted
0.05
0.5
1
2.5
0.1
5
12
1
2
2
20
0.2
2
0.5
1
0.5
2
10
6
0.5
2
2.5
0.5

Paragraph 1

Ⅵ

BlankB
lank

lidocaine
allantoin
aldioxa
ichthammol
pottasium glyciric acid
salicylic acid methyl
guaiazulene
lithospermum

Paragraph 2
dong quai

Ⅶ

Blank

Ⅷ

Blank
BlankIX

d-camphor
dl-camphor
thymol
mint oil
dl-menthol
l-menthol
borneol
urea
aluminiumchlorhydrate

2.5
1
0.2
6
1
2.5
0.04
6(original herb medicine
conversion amount)
6(original herb medicine
conversion amount)
4
4
2.5
0.5
3
3
5
10
10

Chapter 13 Standard Manufacturing Practices for Painkiller for External Use

1. Scope
This criteria is the external medicine’s composite preparation used for the purpose of pain
killing, and the preparations only with herb medicines are excluded.
2. Criteria
Externally used painkillers are as follows. However, the preparations not suitable for this

ㆍ

criteria are evaluated individually according to the data of safety effectiveness and reason for
compounding.
1) Active drug substance kinds
(1) The kind of active drug substances that can be compounded is what is written in [Table 1]
and its size is what is written in

「Korean Pharmacopoeia」,

official compendium and

formulary recognized by the Minister of Food and Drug Safety and notification of standard
and test method separately by the Minister of Food and Drug Safety. However, in the
case of the size of vitamin, for enhancing stability, those used in domestic drugs as
separate size can be recognized.
(2) The active drug substances that have to be compounded are those written in Paragraph

ㆍParagraph 3 or Paragraph 2ㆍParagraph 3 out of the active drug substances written
in each Paragraph of Column Ⅰ of [Table 1].
1

(3) Active drug substances written in each Column of [Table 1] can be mutually
compounded.
(4) In the case of compounding active drug substances written in Column
and
the

Ⅱ, Ⅲ, Ⅳ, Ⅴ

Ⅵ of [Table 1], it is limited to 1 kind with in the same Column. However, in
case of compounding the active drug substances written in Column Ⅰ, it is

limited to 1 kind within the same Paragraph.
2) Active drug substance amount
(1) The concentration of active drug substances that can be compounded are subject to the
effective concentration scope of each ingredient written in [Table 1].
(2) The active drug substance concentration of liquid is in principle w/v%. Active drug
substance concentration of gel and cream is w/w%. However, in the case of lotion and
cream, when there are precedents, w/w % is also possible.
3) Dosage form
Dosage form includes liquid, lotion, and cream.

4) Directions

ㆍDose

It is applied in a proper amount to the affected area 1~ many times a day in principle.

ㆍEffectiveness
For efficacyㆍeffectiveness, the following scope is applied.

5) Efficacy

- antalgic·anti-inflammatory of the following symptoms : sprain, bruise, muscle pain,
arthralgia, fracture pain, backache, shoulder discomfort, neuralgia, rheumatalgia
- skin itchiness, insect bite
- chilblain

6) Storage method and Expiration date
Regarding storage method, the stability of the product is guaranteed. An airtight container is
used in principle. The expiration date is 3 years or less, and
Approval,

Notification

and

」

Review (Ministry

of

Food

「Regulation on Pharmaceutical

and

Drug

Safety

notification)

regulations are applied.
3. Instructions for use
1) Those of the following cases are advised not to take this drug.
(1) Those who are hypersensitive to the ingredients contained in this drug
(2) Infants of 30 months or less (limited to preparation of Column

Ⅰ Paragraph 1 .)

2) Do not use this drug in the following body parts.
(1) Eye or circumocular , mucous membrane and etc.
(2) Dermatitis, wounded area, sensitive skin because of eczema, sap of the lacquer tree and etc.
3) Those of the following cases are advised to consult with a doctor, dentist, and pharmacist
before taking this drug.
(1) Those who have ever had allergic symptoms(for example dermatitis and etc. from
rash·flare, itchiness, sap of the lacquer tree and etc.)because of medicines, cosmetics
and etc.
(2) Those who are allergic themselves or their family members are allergic
(3) Patients with severe dampness or erosion
(4) Those who are receiving treatment from a doctor
(5) Circulatory disorder or diabetes patient(limited to preparation containing Column
Paragraph 3)
(6)

Children(convulsion

can

be

caused.)(limited

to

preparation

containing

Column

Ⅰ
Ⅰ

Paragraph 1.)
(7) Babies under 12 (preparation containing Column

Ⅰ Paragraph 1 is excluded)

4) In the following cases, immediately stop taking this drug, and consult with doctor, dentist
and pharmacist. Bring this attached document at consulting.
(1) When there are symptoms such as rash·flare, swelling, itchiness, pain, edema1) because
of the use of this drug
1)

limited to preparation of Column

Ⅲ

(2) No improvement in symptoms even after taking the drug for 5~6 days
5) Other precautions for using this drug
(1) Follow the determined usage·dose
(2) Administer this drug to children under the direction and supervision by a guardian
when this drug is administered to children
(3) Use this drug only for external use, and do not use this for internal use or do not
inhale this.
(4) Precaution is required to ensure that it does not get into the eyes. When this drug gets
in the eyes, wash eyes with water. When the symptoms are severe, see an eye doctor.
(5) When the hands with medicine liquid touche eyes and mucous membrane, there are
irritations. Therefore, wash such hands cleanly.
(6) Shake well before use(limited to liquid.).
(7) Do not cover or wind the affected parts, and do not affected parts to external heat or
hot water.
(8) When water touches the part in which this drug is used, strong stimulus can be felt.
(9) For patients with especially weak skin, do not use this drug consecutively.
(10) Precautions are required to ensure that this pharmaceutical does not touch things that
are concerned to be melted by alcohol and etc.(glasses frame, chemical textile and
etc.)(limited to porducts using alcoho and etc. as the ingredients other than main
ingredients.).
6) Precautions for storage
(1) Keep out of the reach of children.
(2) Keep out of the direct sunlight, and store in moistless and cool place with a tightly
placed cap.
(3) Taking out the drug out of the original container and store it in another container can
cause accidents of misuse or can lower the quality. Therefore, store it in the original
container with the tightly placed lid.
(4) Do not place it near fire. (limited to flammable liquid).

(5) Precautions are required, because the contents can leak, if the cap is not tightly placed
after using this drug.(when this drug is smeared on plastic products, clothings, wood,
leather, and etc., damage or stain can be made on such products.)

[Table 1] Active drug substance kind and concentration
Classification

Ingredient
d-camphor

Paragraph 1
dl-camphor
Column

Ⅰ

dl-menthol
Paragraph 2
l-menthol
salicylic acid glycol
Paragraph 3
salicylic acid methyl

Column

Ⅱ

Column

Ⅲ

Ⅳ
Column Ⅴ
Column Ⅵ
Column

vanillyl nonylamide

Effective Concentration(%)

∼8
3 ∼ 8
3 ∼ 10
3 ∼ 10
3

2.5

∼ 30
0.01 ∼ 0.03
3

chlorpheniramine maleic acid

0.1

diphenhydramine

0.1

thymol

0.3

pottasium glyciric acid

0.05

tocopherolacetate

0.1 ~ 0.5

Chapter 14 Standard Manufacturing Practices for Antipruritic for External Use

1. Scope
This criteria is for the externally used medicine’s composite preparation used for antipuritic,
and preparations only made of hergb medicines are excluded.
2. Criteria
External antipuritics are as follows. However, the preparations not suitable for this criteria

ㆍ

are evaluated individually according to the data of safety effectiveness and reason for
compounding.
1) Active drug substance kind
(1) The kind of active drug substances that can be compounded is what is written in [Table 1]
and its size is what is written in

「Korean Pharmacopoeia」,

official compendium and

formulary recognized by the Minister of Food and Drug Safety and notification of standard
and test method separately by the Minister of Food and Drug Safety. However, in the
case of the size of vitamin, for enhancing stability, those used in domestic drugs as
separate size can be recognized.
(2) The active drug substances that have to be compounded is 1 kind among those written
in [Table 1].
(3) Active drug substances written in each Column of [Table 1] can be mutually
compounded.
(4) In the case in which active drug substances written in Column

Ⅰ, Ⅱ, Ⅲ, Ⅳ, Ⅴ, Ⅵ,

Ⅶ and Ⅷ of [Table 1], it is limited to 1 kind in the same Column. However, in the
case of compounding active drug substances written in Column Ⅸ and Ⅹ, it is
limited to 1 kind with in the same Column.

2) Active drug substance kind
(1) The maximum concentration of active drug substances that can be compounded are the
amount written in [Table 1].
(2) The compounding concentration in the case of compounding active drug substances
written in Column

Ⅰ Paragraph 1 of [Table 1] is the maximum concentration of the

ingredient, an the minimum concentration of the case of compounding the active drug
substances written in Column

Ⅰ Paragraph 2 should be more than 1/2 of the maximum

concentration.
(3) The minimum concentration of the active drug substances written in Column

Ⅳ of [Table

1] is 1/5 of the maximum concentration (regarding the ingredients in brackets, the

concentration itself is used), and the minimum concentration of the active substances
written in Column

Ⅲ, Ⅵ and Ⅷ is 1/10 of the maximum concentration (regarding the

ingredients in brackets, the concentration itself is used). However, the minimum
concentration of the active drug substances written in Column
1 and

Ⅱ, Ⅶ, Ⅸ, Ⅹ Paragraph

Paragraph 3 is the concentration in brackets, and the compounding concentration

of the active drug substances written in Column

Ⅴ

and

Ⅹ

Paragraph 2 is the

maximum concentration of the substance.
(4) The active drug substance concentration of liquid and liniment is in principle w/v%.
Active drug substance concentration of gel and cream is w/w%. However, in the case
of liquid and liniment, when there are precedents, w/w % is also possible.
(5) Glycerinezine and its salts in Column

Ⅲ

of [Table 1] indicate glycyrrhizinate,

glycyrrhizinate ammonium and glycyrrhizinate bipotassium.
(6) Benzalconium chloride of Column

Ⅵ

of [Table 1] includes 10% solution of

benzalconium chloride, and the amount is written as

「benzalconium chloride」.

3) Dosage Form
Dosage form include liquid, liniment, gel, and cream.
4) Directions

ㆍDose

As for usage, it is applied to affected parts many times a day in principle.

ㆍEffectiveness
E f f i c a c y ㆍ e f f e c ti v e n e s s

5) Efficacy

i s w i th i n t h e f o l lo w i n g s c o p e .

T h e e f f ic a c y i s s e e n in th e following scope.
dermatitis, itchiness, insect bite, rash, chilblain because of eczema, dermatitis, heat
rash, sap of the lacquer tree and etc.

6) Storage method and Expiration date
Regarding storage method, the stability of the product is guaranteed. An airtight container is
used in principle. The expiration date is 3 years or less, and
Approval,

Notification

and

」

Review (Ministry

of

Food

「Regulation on Pharmaceutical

and

Drug

Safety

notification)

regulations are applied.
3. Instructions for use
1) Those of the following cases are advised not to take this drug.
infants aged 30 months or less (limited to preparation Column

Ⅸ Paragraph 1.)

2) Do not use this drug in the following body parts.
(1) Eyes or circumocular, mucous membrane and etc.
(2) Eczema, affected area, sensitive skin
3) Do not do the following behaviors while taking this drug
In particular, do not use this in large amount on chafed skin surface or areas with
blisters. (limited to preparation Column

Ⅷ.).

4) Those of the following cases are advised to consult with a doctor, dentist, and
pharmacist before taking this drug.
(1) Those who have ever had allergic symptoms(for example dermatitis and etc. from
rash·flare, itchiness, sap of the lacquer tree and etc.) because of medicines, cosmetics
and etc.
(2) Those who are allergic themselves or their family members are allergic
(3) Those with severe dampness or erosion, inflammation
(4) Those who are receiving treatment by a doctor

Ⅸ Paragraph 1.)
(6) Circulatory disorder or diabetes patient(limited to preparation Column Ⅳ)

(5) Baby(convulsion can be caused.)(limited to preparation Column

5) In the following cases, immediately stop taking this drug, and consult with doctor, dentist
and pharmacist. Bring this attached document at consulting if possible.
(1) When symptoms such as rash·flare, itchiness, edema because of the use of this drug
(2) When there are heat rash inflammation, dry feeling, irritation, hot flush, stinging
feeling(limited to preparation Column

Ⅱ.)

(3) No improvement in symptoms even after taking the drug for 5~6 days
6) Other precautions for using this drug
(1) Follow the determined usage·dose
(2) Administer this drug to children under the direction and supervision by a guardian
when this drug is administered to children
(3) Use this drug only for external use, and do not use this for internal use or do not
inhale this.
(4) Precaution is required to ensure that it does not get into the eyes. When this drug gets
in the eyes, wash eyes with water. When the symptoms are severe, see an eye doctor.
(5) Shake well before use. (limited to liquid).

7) Precautions for storage
(1) Keep out of the reach of children.
(2) Keep out of the direct sunlight, and store in moistless and cool place with a tightly
placed cap.
(3) Taking out the drug out of the original container and store it in another container can
cause accidents of misuse or can lower the quality. Therefore, store it in the original
container with the tightly placed lid.
(4) Do not place it near fire.(limited to inflammatory liquid preparations).
(5) Do not use the product whose period of use is over.
(6) Precautions are required to make sure that this drug does not touch plastic products such
as watch, glasses, and etc., painted floor, furniture and etc. as this can cause worsen the
quality of such products.

[Table 1] Active drug substance kind and concentration
Classification
Blank

Ⅰ

Ingredient

Maximum Concentration(%)

Paragraph 1

diphenhydramine

1

Paragraph 2

diphenhydraminehydrochloride

2

Blank

Ⅱ
Ⅲ

glycyrrhizinate and its salts

Blank

pottasium glyciric acid

1

Ⅳ

salicylic acid glycol

2

salicylic acid methyl

3(1)

allantoin

0.2

benzalconium chloride

0.3

benzetonium chloride

0.1

Blank
Blank

Ⅴ

Blank

Ⅵ

Blank

Blank

Ⅶ
Ⅷ

crotamiton

5(2)
0.5(0.1)

zinc oxide

2(1.5)

dibucaine

0.5

dibucainehydrochloride

0.5

lidocaine

2

lidocainehydrochloridehydrate

2

d-camphor

3(0.1)

dl-camphor

3(0.1)

dl-menthol

3(0.1)

l-menthol

3(0.1)

tocopherol

2(0.1)

tocopherolacetate

2(0.1)

Paragraph 1
Blank

Ⅸ

Paragraph 2

Paragraph 1

Blank

Ⅹ

Paragraph 2

dexpanthenol
vitaminA oil

Paragraph 3
retinyl palmitate

1
200,000 I.U./100g as vitamin A
(50,000 I.U./100g as vitamin A)
200,000 I.U./100g as vitamin A
(50,000 I.U./100g as vitamin A)

