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Phn hqp voi ph6 IR sria Andrographolid chuAn"

Concordant with the IR

Andrographolide ^R,S.

absorption spectrLtm

Phu hqp vdi ph6 NMR cta Andrographolid chuAn.

Concordant with the NMR spectrum of Andrographolide RS.

Phir ho. p v6i ph6 MS cta Andrographolid chuAn.

Concordant with the MS spectrum of Andrographolide RS.

Phn hqp vdi ph6 tri ngo4i cria Andrographolid chu6n vd c6

ilinh h6p thg o budc s6ng224 nm.

Concordant with the UV absorption spectrum of
Andrographolide RS and the maximal absorption is observed

at 224 nm.

CHT],NG CHi PHAN TICTT

CHUAN DTIqC EIEN VIET NAM
CERTIFICATE OF ANALYSIS

VIETNAME SE PHARMAC OP OEIA REFERENCE S UB S TANCE
ANDROGRAPHOLID

CzoHloOs
SKS: E.C0122007

I. Mgc rlich sir dgng: ChuAn DE\rN Andrographolid SKS: 8C0122007 dugc sri

dUng trong phdp thri dfnh tinh vn dinh lugng bang phuong ph6p h6a ly.

Intended ase: The Vietnamese Pharmacopoeia Reference Substance for
Andrographolide Control' No. 8C01222007 rs intended to be used in the

' physicochemical analysis for identffication and assay.

U. M6 ti: BQt mdu trhng.

Description: A white powder.

III. f6t qufl ph6n tich: Ti6n hdnh song song v6i chuAn Andrographolid USPRS 16:

R147B0, c6 hdm lugng 1,00 mg/rng CzoHloOs, tinh theo nguy6n tr4ng.

Analyticol dato: The Andrographolide U,SPRS Lot. RL4780 was used as

and regarded as 1.00 mg/mg CzoHsoOl calculated on the as is basis.
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E. HPLC

f. Phan ring h6a hgc/

Chemical reaction

2.Di6m chhyl

Melting point 
-

.3. tvt6t kh6i lugng do lirm
kh6/

Loss on drying I g, 105 oC)

4. Tap lacton khic (TLC)/

Other lactones

5. Dinh lugng (HPLC)l
Assay

IV. Hudng dfin sfr dqng: Kh6ng s6y trudc khi dtng.

Thdi gian luu cria pic chinh tr0n sic ky dO dung

dich thtr tuong ung vdi thdi gian luu cta pic "

Andrographolid tr6n sic kli dO dung dich chu6n.

In the chromatogrAms, the test solution has maior
peak coruesponds to the Andrographolide in the

reference solution.

ThC hign circ dac diOm phin ung hoa hqc cria

Andrographolid.

Meet the requirement of test for chemical
r e action of Andr o gr apho lide.

228 oC, kem phdn htry.

0,1 oh.

Tr0n s6c ky d6, dung dich tht kh6ng xu6t hiqn

U6t t<i v6t phu ndo ngoai vtit chinh cung miru sic
vd gi6 tri Rr voi v6t Andrographolid trOn sic ky
dd dung dich chuAn.

In the chromatogroffi, other spot in the test

solution should not be observed except for the

main spot corresponds to the Andrographolide
spot in the reference solution.

97,8 % Andrographolid (Cz6H:oOs), tinh theo

nguyOn trpng.

D0 kh6ng dim b6o do m0 rQng tl _ + 0,,4 oA, he

s6phtk -2 0d9tin c[yg5o .

97.8 % Andrographolide (CzoHsoOs), calculated

on the "os is" basis.

Expanded uncertainty of the certified value U : t
0,4 ?5, calculated using a coverage factor of 2 at
level of confidence of approximately 95o%.

Directionfor use: Do not dry before use.

V. Bflo quf,n: NhiQt d0 2 - 8 oC, tr6nh 6nh s5ng.

Storage: Protectedfi'o* light, preferably at the temperature from 2 - I "C.
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