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Study of Herb Manufacturers’ Status in Implementing hGMP
Operational Systems in South Korea
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Objectives: The aim of this study was to establish a fundamental base for hGMP operational systems implementation.
Method: The survey was done with a questionnaire developed through consulting specialists, in order to investigate
the present state of manpower, facilities and capitalization of private enterprises, and opinions on what the road map
for hGMP implementation must include.

Results: The results showed that the business scales of related enterprises were relatively small. Education and health
monitoring of employees has been done in fair amounts, but a standard must be established. Essential facilities
required for herbal product production were present in most cases. Recognition and understanding of hGMP was low.
Various opinions on the implementation of hGMP were gathered.

Conclusion: Standardized hGMP education programs, plans to modify existing facilities, public announcements and
advertisement of the system, and public assistance funds and tax privileges are needed for the successful
implementation of the hGMP operational system.

Key Words : hGMP, herb manufacturer, survey
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Table 1, Current Status of Oriental Medicine Manufacturers

Questionnaire Item

Answers (No. of munufacturers, %)

Type of License (Multiple Answers)

Type of Work

Experience of Oriental Medicinal Herb Production

Number of Herbs Handled

Annual Turnover

Net Profit Rate

Mean Work Space
Mean Storage Space

Sufficiency of Work Space and Storage Space

Facility Self Owned or Rented

Oriental Medicinal Herb Manufacturer (71, 60.7%)
Oriental Medicinal Herb Wholesale (34, 29.0%)
Medicine Manufacturer (12, 10.3%)

Oriental Medicinal Herb Material Production-Selection, Washing, Cutting,
Processing, etc (72)

1-5years (27, 34.6%)
6-10years (27, 34.6%)
11-15years (8, 10.3%)
16-20years (8, 10.3%)
21-25years (4, 5.1%)

More than 25years (4, 5.1%)

Under 50 types (37, 47.4%)

50 to under 100 types (10, 12.8%)
100 to under 150 types (9, 11.5%)
150 to under 200 types (7, 9.0%)
200 to under 300 types (8, 10.3%)
More than 300 types (5, 6.4%)
No Response (2, 2.6%)

Under 100 million won (11, 14.1%)

100 million to under 300 million won (14, 17.9%)
300 million to under 500 million won (15, 19.3%)
500 million to under 700 million won (6, 7.7%)
700 million to under 1,000 million won (9, 11.5%)
1,000 million to under 1,500 million won (6, 7.7%)
1,500 million to under 2,000 million won (6, 7.7%)
More than 2,000 million won (11, 14.1%)

Under 10% (33, 42.3%)

10 to under 20% (37, 47.4%)
20 to under 30% (7, 9.0%)
No Response (1, 1.3%)

190.08m?
234.63m’

Sufficient (35, 44.9%)
Insufficient (43, 55.1%)

Self owned (30, 38.5%)
Rent (44, 56.4%)
No Response (4, 5.1%)
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Table 2, Employee Types of Oriental Medicine Manufacturers

Employee Type Mean No. of Specialists Mean No. of Laymen
General Manager 1.17+0.61 1.95+1.47
Manufacturing Job 1.65+1.45 3.1+2.61
Quality Control Manager 1.08+0.57 1.4+0.78
Other Specialists 1+0.24 2.87+1.85

Table 3. Types of Managers Recruited by Oriental Medicine Manufacturers

Oriental Medicine

Field - Pharmacist Etc. No Answers
Pharmacist
Manufacturing Division 18 (23.1%) 46 (59.0%) 13 (16.7%) 1(1.2%)
Quality Control Division 20 (25.6%) 41 (52.6%) 13 (16.7%) 4 (5.1%)

Table 4, Education Programs and Health Check Programs of Oriental Medicine Manufacturers

Education and Welfare No. of Companies with the Program NO' of Companies No answers
without the Program
Regular Education and Training Program 67 (85.9%) 11 (14.1%) 0 (0%)
Regular Health Check Program 56 (71.8%) 2 (2.6%) 20 (25.6%)
Storage [ 74(94.9%) 4(5.
Selecting | 69(88.5%) of11.5%)
Washing | 64(82.1%) [14(17.9%)]
Drying | 70(89.7%) 8(j0:3%)
Cutting | 68(87.2%) 10/i2.8%)]
Processing | 46(59.0%) | 32(41.0%) |
Packaging [ 74(94.9%) 4(.

Fig. 1. Facilities of oriental medicine manufacturers in Korea.
#* Left: Equipped, Right: Unequipped.
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Raw Material Storage Space l 76(97.4%) 2(2.6%.

Material Selecting Space [ 46(59.0%)

Material Cleaning Space | 20(25.6%)

Grinding Space 28(35.9%)

Washing Space [ 47(60.3%)
Drying Space | 56(71.8%)
Cutting Space [ 47(60.3%)

Processing Space | 23(29.5%)

Packing Space | 62(79.5%)

Storage Space [ 64(82.1%)

Fig. 2. Securement of independent space for each manufacturing process of oriental medicine manufacturers in Korea.
¥ Left: Secured, Right: Unsecured.

Ventilation | 43(55.1%) [ 449 |
Humidity Control 29(37.2%)
Temperature Control | 45(57.7%) _

Fig. 3. Securement of temperature, humidity, ventilation control facilities of oriental medicine manufacturers in Korea.
¥ Left: Secured, Right: Unsecured.
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Table 5. Insect and Rat Control Facilities of Oriental Medicine Manufacturers

AL AT (48D)

Type

Facility

Insect Control

Insect Lurer (28, 35.9%)

Screen (26, 33.3%)

air curtain (6, 7.7%)

Air shower (6, 7.7%)

Pest Control Company (1, 1.3%)
Etc (5, 6.4%)

No Response (6, 7.7%)

Rat Control

Rodenticide outside the Building (13, 16.7%)
Rat Poison (14, 17.9%)

Rattrap (16, 20.5%)

Ultrasound Rat Chaser (27, 34.7%)

Rat Control Company (4, 5.1%)

Etc (4, 5.1%)

Table 6. Herb Drying Methods and Low Temperature Drying Facilities of Oriental Medicine Manufacturers

Question

Answer

Herb Drying Methods (Multiple Answers)

Natural Drying (54, 69.2%)

Heating and Ventilating Dry (45, 57.7%)
(Mean Temperature 54.7C, Range of 40-70C)

Vacuum Dry (4, 5.1%)
Etc (2, 2.6%)

Low Temperature Drying

Applied (35, 44.9%)

Not Applied (30, 38.5%)

Lack of Faciliy (28, 93.3%)
Lack of Space (7, 23.3%)
Lack of Manpower (4, 13.3%)

No Response (13, 16.7%)
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Table 7. Quality Control of Oriental Medicine Manufacturers

Quality Control Type

Recognition of Quality Control Standard Form

Understand in Detail (70, 89.7%)
Heard of It, But Not in Detail (7, 9.0%)
Never Heard of It (0, 0%)

No Response (1, 1.3%)

Quality Control Standard Form Paperwork

Applied (72, 92.3%)
Not Applied (4, 5.1%)

No Response (2, 2.6%)

Alien Substance Examination during

Selection of Material

Applied (66, 84.6%)
Not Applied (8, 10.3%)

No Response (4, 5.1%)

Manufacturing Process
Control
(Among the 22 Companies
who Answered, 17-Contract
Out, 5-Self Inspection)

Process

Water Content Control During Drying

Applied (50, 64.1%)
Not Applied (24, 30.8%)
No Response (4, 5.1%)

Purity and Ash Test During Cutting

Process

Applied (47, 60.2%)
Not Applied (25, 32.1%)

No Response (6, 7.7%)
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Table 8, Opinions of Oriental Medicine Manufacturers in Korea on hGMP Implementation

Question Answer
Understand in Detail (34, 43.6%)
Heard of It, But Not in Detail (42, 53.8%)
Recognition of hGMP
Never Heard of It (1, 1.3%)
No Response (1, 1.3%)
Necessary (17, 21.8%)
The Necessity of hGMP Unnecessary (55, 70.5%)

No Response (6, 7.7%)

The Most Difficult Aspect of hGMP
Implementation (Multiple Answers)

Facility Maintenance (47, 60.3%)

Environment Maintenance (37, 47.4%)

Organization of Working Group (30, 38.5%)

Paperwork of Product Standards (11, 14.1%)

Quality Control and Related Paperworks (22, 28.2%)

Manufacturing Process Control and Related Paperworks (19, 24.4%)
Manufacturing Sanitation Control and Related Paperworks (16, 20.5%)
Management of Materials (17, 21.8%)

Education and Training of Employees (0, 0%)

Survey of Status (9, 11.5%)

Efficient Systems of Implementation
(Multiple Answers)

Budget Support (24, 30.8%)

Facility Support (53, 67.9%)

Manpower Support (5, 6.4%)

Certification of Good Herbal Product Manufacturers (12, 15.4%)
Tax Benefit (9, 11.5%)

Award for Declaration (1, 1.3%)

Penalty Regulation (2, 2.6%)

Etc (9, 11.5%)
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