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CHUAN DUQC PIEN VIET NAM
CERTIFICATE OF ANALYSIS
VIETNAMESE PHARMACOPOEIA REFERENCE SUBSTANCE

TANSHINON IIA
Ci9H1303 (
SKS: EC0122008

L Muc dich sir dung: Chuan DPVN Tanshinon ITA SKS: EC0122008 dugc st dung
trong phép thir dinh tinh va dinh luong bang phuwong phap hoéa ly.
Intended wuse: The Vietnamese Pharmacopoeia Reference Substance for
Tanshinone IIA Control No. EC0122008 is intended to be used in the
“physicochemical analysis for identification and assay.
IL. MO ta: Bot két tinh mau dd cam.
Description: A orange-red crystalline powder.
III.  Két qua phan tich: Tién hanh song song véi chuan Tanshinon IIA USPRS 16:
FOL176, c6 ham lugng 0,98 mg/mg C19Hi30s3, tinh theo nguyén trang.
Analytical data: The Tanshinone USPRS Lot. FOL176 was used as standard and
regarded as 0.98 mg/mg C19H 303, calculated on the as is basis.
1. Dinh tinh/
Identifications
a. Phd IR . Phu hop véi phd hdng ngoai cia Tanshinon IIA chuan.
Concordant with infrared absorption spectrum of
Tanshinone 1IA RS.
b. Pho NMR . Ph hop v6i phd NMR ciia Tanshinon IIA chuén.
Concordant with the NMR spectrum of Tanshinone 114 RS.
c. Pho MS . Phu hop véi phd MS cua Tanshinon ITA chuin.
Concordant with the MS spectrum of Tanshinone IIA RS.
d. HPLC . Thoi gian luu ciia pic chinh trén sic ky d6 dung dich thi
twong ung voi thoi gian luu cua pic Tanshinon ITA trén sic
ky d6 dung dich chuan.
In the chromatograms, the test solution has major peak
corresponds to the Tanshinone IIA in the reference
solution.
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2. Mt khoi lwong do lam khé  : 0,0 %

Loss on drying (HPLC)
3. Tap chit lién quan . Tap l6n nhat: 0,2 %
Related Substances (HPLC) Tong tap: 0,5 %
Max impurity: 0.2 %
Total impurities: 0.5 %
4. Pinh lwong : 99 % Tanshinon IIA (Ci9Hi303), tinh theo
Assay (HPLC) nguyen trang.

Do khong dam bao do mé rong U =+ 0 %, hé
s6 phu k =2 & db tin cay 95 %.

99 % Tanshinone IIA (C19H;803), calculated
on the “as is” basis. Expanded uncertainty of
the certified value U = £ 0 % using a
coverage factor k = 2 at level of confidence
approximately 95 %.

IV. Huéng din sir dung: Khong sy trude khi dung.
Direction for use: Do not dry before use.

V. Béao quan: Nhié¢t 40 2 - 8 °C, tranh 4nh sang.
Storage: Protected from light, preferably at the temperature from 2 - 8 °C.
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