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Study on Long-Term Preservation of Hwangnyunhaedok-Tang
Pharmacopuncture

Jin-Ho Lee, K.M.D,, In-Hyuk Ha, K.M.D,, Me-Riong Kim, K.M.D,, Hwa-Jin Chung, Ph.D,
Jae-Woong Lee, M.S., Min-Jeong Kim, B.S., Eun-Jee Kim, M.S., In-Hee Lee, M.S,

Jaseng Spine and Joint Research Institute, Jaseng Medical Foundation

Objectives We studied long-term preservation in stability of a mixed preparation of dis-
tiled and 70% alcohol extracted Hwangnyunhaedok-tang pharmacopuncture to establish

standards for expiration date and quality control,

Methods Three lots of consecutively prepared Hwangnyunhaedok-tang pharmaco-
puncture were each tested in triplicate to a total 5 tests at 3 month intervals over a period of

12 months for analysis of appearance, pH, specific gravity, index component content, en-
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2oi0|H| (240 : okElokR| A dotoxins, microbial sterility, residual organic solvents, heavy metals, and pesticides, ltems
TRSIAIY- QFRIOkY R Z=Z2A T with no difference by elapsed time were tested at the initial and final timepoints, and data of
EZI22| ot 2ElIL R ZTHS: items with potential difference by elapsed time were analyzed for trends to establish in-
X|20150602383=)0] 2lsf 4= dividual quality control standards,

M2 ] Aol ZAL=—IL C Results All tested items were stable over the study period, and therefore the expiration

date was set as 12 months, pH quality control standards were set as 3.66 ~5.69, and that
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of specific gravity as 0,802~ 1,203, respectively, In index component content standards,
berberine was set at 4,96 ~8 98 1 g/vial, baicalin at 6,47 ~10.31 1 g/vial, and geniposide

CORRESPONDING TO at 116.03~189.55 1 g/vial, respectively. Standards for other items with no difference by
In-Hee Lee, Jaseng Spine and Joint elapsed time were set according to general Korean herbal medicine standards in the
Research Institute, Jaseng Medical Korean Pharmacopoeia,

Foundation, 858 Eonju-ro, Gangnam-  Conclusions Manageable expiration date and quality control standards were established
gu, Seoul 06034, Korea through long-term preservation testing of Hwangnyunhaedok-tang pharmacopuncture, fur-
thering standardization of Korean medicine pharmacopuncture, (J Korean Med Rehab
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Fig. 1. pH by timepoint and establishment of quality control standard. (a) 1 lot; (b) 2 lot; (¢) 3 lot; (d) Total average and establish-

ment of quality control standard.
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Fig, 2, Specific gravity by timepoint and establishment of quality control standard. (a) 1 lot; (b) 2 lot; (¢) 3 lot; (d) Total average
and establishment of quality control standard.
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Fig. 3. Berberine content by timepoint and establishment of quality control standard. (a) 1 lot; (b) 2 lot; (¢) 3 lot; (d) Total average
and establishment of quality control standard.
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Fig, 4. Baicalin content by timepoint and establishment of quality control standard. (a) 1 lot; (b) 2 lot; (¢) 3 lot; (d) Total average

and establishment of quality control standard.
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3. Endotoxin test
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Table I, Analysis of Heavy Metals

Lead Arsenic Mercury  Cadmium

(ppm) (ppm) (ppm) (ppm)
Initial test 0.04 0.01 0.01 N.D*
Final test 0.34 0.02 0.01 0.07

*N.D: NotDetected,

acloride), & DDT (total dichlorodiphenyltrichloroethane),
aldrin, endrin, dieldrin®l] ta}e] ZAstgon BE A
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Table II. Establishment of Quality Control Standards

Items for Quality Control  Standards for Quality Control

Appearance Clear Yellow Liquid
pH 3.66~5.69
Specific Gravity 0.802~1.203
Content Analysis (ug/vial)
Berberine 4,96~8.98
Baicalin 6.47~10.31
Geniposide 116.03~189.55
Endotoxin test (EU/ml) 0.25

Sterility test
Residual Organic Solvent

Aseptic

Ethanol Not Detected
Residual Heavy Metals (mg/kg)
Lead (Pb) 5
Arsenic (As) 3
Mercury (Hg) 0.2
Cadmium (Cd) 0.3
Pesticide Residue (mg/kg)
Total BHC* 0.2
Total DDT 0.1
Aldrin 0.01
Endrin 0.01
Dieldrin 0.01

*BHC: Benzene Hexacloride, TpDT: Dichloroiphenylrichlo-
roethane,
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