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CUUAN DIIqC EIEN VIET NAM
CERTIFICATE OF ANALYSIS

VIETNAMESE PHARMACOPOEIA REFERENCE SUBSTANCE

TANSHINON IIA
CrsHrsOr

SKS: ECO122008

I. Mgc dich sfr dgng: Chudn DDVN Tanshinon IIA SKS: F;C0122008 dugc st dpng

trong phdp thri clinh tinh vd dinh lu-o. ng bing phuonephbp h6a ly.

Intended use: The Vietnamese Pharmacopoeia Reference Substance for
Tanshinone IIA Control'No. 8C0122008 is intended to be used in the

'physicochemical analysis for identification and assay.

II. M6 ti: BOt ktSt tinh mdu d6 cam.

D es criptio n : A or ange-r e d crys talline pow der.

f6t qui phffn tich: Ti6n hdnh song song vdi chuAn Tanshinon IIA USPRS 16:

F0Ll76, c6 hdm lugng 0,98 mg/mg CuHrrOr, tinh theo nguy6n trpng.

Analyticol data: The Tanshinone U,SPRS Lot. F0LI76 was used as standard and

regarded as 0.98 mg/mg CtgHnOt calculated on the as is basis.

III"

b" PhO NMR

1. Dinh tinh/
Identffications

A. PhO IR : Phir h-o. p vdi ph6 hdng ngo4i cria Tanshinon IIA chuAn.

Concordant with infrared absorption spectrum of
Tanshinone IIA RS.

: Phu h-o. p vdi ptr6 i.fUn cta Tanshinon IIA chuAn.

Concordant with the NMR spectrum of Tanshinone IIA RS.

c. ph6 US : Phu ho. p vdi ptrO tvts cta Tanshinon IIA chuAn.

Concordant with the MS spectrum of Tanshinone IIA RS.

d. HPLC : Thdi gian luu cria pic chinh tr6n sfc k)t dO dung dich thtl
tuong fng vdi thdi gian luu cria pic Tanshinon IIA tr6n sic
k), dO dung dich chudn.

In the chromatograms, the test solution has maior peak
corresponds to the Tanshinone IIA in the reference

solution.
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2.Mr6t kh6i lugng do lhm kho

Loss on drying (HPLC)

3. T?p ch6t HOn quan
Related Substances (HPLC)

: 0,0 o/o

4. D[nh lugng

Assay (HPLC)

IV.

Ki6m tra illnh ky/ Checking

Da kiOm tra
(nrm)/

Checked
(year)

Ki0m tra l6n
sau (nam)/

Revised (year)

PhU trdchkhoa
(ky)/ Approved

(sign)

09t2023

Ulz.o?, o1 I 2n2h /rtr^ --.-'

Cac th6ng tin vi chtit chuan co th| tra cmt theo dia chi;
Visit the flowing link to see the updated
http : //www . nidq c. or g.vn

Tap 16n nh6t:0,2 %
TOng tqp: 0,5 %

Max impurity: 0.2 %

Total impurities: 0.5 %
99 % Tanshinon IIA (CrsHrsO:), tinh theo

nguyen trpng.

E0 kh6ng d6m b6o do m& rQng u - + 0 oh, h9

sO pht k - 2 e dO tin cAy 95 oh.

99 % Tanshinone IIA (CtoHtaOs), calculated

on the "as is" basis. Expanded uncertainty of
thecertifiedvalueU:t 0%usinga
coverage factor k _ 2 at level of confidence

approximately 95 %.

Le Quang Th6o

http : //www . nidq c. gov.vn
information of reference substances."

V.

Hufng dfin sfr dung: Khdng s6y tru6c khi dirng.

Direction for use: Do not dry before use.

Bio quin: Nhiet d0 2 - 8 oC, tr6nh 6nh s6ng.

Storage: Protected fro* light, preferably at the temperature from 2 - I "C.

Date of adoption: September 26th, 2022 Hd N|| ngdy 26 thdng 09 ndm 2022
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