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1. Dinh tinh
Identifications

a. PhO IR

b. Ph6 NMR

c. PhO MS

b. HPLC

Pht hqp v6i phO IR cta acid salvianolic B chuAn.

Concordant with the reference IR absorption spectrum of
salvianolic acid B R,S.

Pht hqp vdi ph6 NMR cria acid salvianolic B chuAn.

Concordant with the I{MR spectrum of salvianolic B

acid R,S.

Pht hqp vdi ph6 MS ctia acid salvianolic B chuAn.

Concordant with the MS spectrum of salvianolic B acid
R,S.

Thdi gian luu cfia pic chfnh tr6n sic ky dO dung dich thu
tuong ung voi thdi gian luu cta pic acid salvianolic B
trOn sic kli dO dung dich chuAn.

In the chromatograms, the test solution has major peak
corresponds to the salvianolic acid B in the reference
solution.
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CERTIFICATE OF ANALYSIS
VIETNAME SE PHARMACOP OEIA REFERENCE SUB S TANCE

ACID SALVIANOLIC B
CloH:oOto

SKd: ECO r2t00s
I. Mgc tlich sfr dgng: ChuAn DD\rN acid salvianolic B SKS: EC0121005 dugc sri

dUng trong ph6p thri tlinh tinh vd tlinh lugng bing phuong ph6p h6a ly.
Intended use: The Vietnamese Pharmacopoeia Reference Substance for salvianolic
acid B Control No. EC0121005 is intended to be used in the physicochemical

.analysis for identification and assay.

II. MO ffitz BOt mdu trhngnga
Description: A ivory white powder.

m. f6t qua phin tfch: Tii5n hdnh song song vdi chuAn acid salvianolic B USPRS 16:

F0M013, c6 hdm luqng 0,95 mg/mg C36H3pO16, tinh theo nguy6n tr4ng.

Analytical duta: The salvianolic acid B U^SPR,S Lot: F0M0l3 was used as

standard and regarded as 0.95 mg/mg C j6H j6O 16, calculated on the as is basis.
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IV.

2. tvt6t khiii luqng : 4,4 %
do lhm kh6 (TGA)
Loss on drying

3. Tap ch6t li0n : Tap ldn nh6t: 2,4 o/o

quan (HPLC)l TOng t?pt 6,9 %
Related Substances Max mpuritie: 2.4 %

Total impurities: 6.9 %

4. Dinh lugng : 88,9 % acid salvianolic B
(HPLC)I Assay trpng.

D0 kh6ng dim b6o tlo md rQng U : * 0,4 yo,he sO phti k
- 2 b ttQ tin cQy 95%.
88.9 % salvianolic acid B (C36H30O t), calculated on the "as

is" basis.

Expanded uncertainty of the certified value U : ! 0,4 o/o,

calculated using a coverage factor of 2 at level of
confidence of approximately 95%.

Huri'ng d6n sri dung: Kh6ng s6y trudc khi ding.
Directionfor ase: Do not dry before use.

86o quf,n: -20 oC, tr6nh 6nh s6ng.

Storoge: Keep container protectedfrom light, preferably at the temperature -20 oC.

Date of adoption; April 10'h, 2023 Hd N|| ngdy 10 thang 04 ndm 2023
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