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CERTIFICATE OF ANALYSIS
VIETNAMESE PHARMACOPOEIA REFERENCE SUBSTANCE

TENUIFOLIN

C36Hs56012
SKS: EC0125009

L Muc dich st dung: Chuin DPVN Tenuifolin SKS: EC0125009 duoc st dung

trong phép thur dinh tinh va dinh luong bang phuong phap hoa ly.
Intended use: The Vietnamese Pharmacopoeia Reference Substance for T enuifolin
Control No. EC0125009 is intended to be used in the physicochemical analysis for
* identification and assay.
IL. M6 ta: Bot mau tring.
Description: A white powder.

III. Két qua phan tich: Tién hanh song song vdi chuin Tenuifolin (NIDFC-PRC) 16:
111849-202207, ¢6 ham lugng 97,7 % C3¢HssO12, tinh theo nguyén trang.
Analytical data: The Tenuifolin RS (NIFDC-PRC) Lot. 111 849-202207 was used
as standard and regarded as 97,7% CssHs56012, calculated on the as is basis.

1. Pinh tinh

Identifications

a. Phd IR : Phd hop v6i phd hdng ngoai ctia Tenuifolin chuan.
Concordant with the reference IR absorption spectrum of
Tenuifolin RS.

b. Phd NMR : Phu hop v6i phd NMR ctia Tenuifolin chuén.
Concordant with the reference NMR spectrum of T enuifolin
RS.

-c. Pho MS . Phu hop v6i phd MS ctia Tenuifolin chuén.

Concordant with the reference MS spectrum of Tenuifolin RS.

d. HPLC . Thoi gian luu cia pic chinh trén sic ky do dung dlCh thir
tuong g voi thoi gian luu cia pic Tenuifolin trén sdc ky do
dung dich chuan.
In the chromatograms, the test solution has major peak
corresponds to the Tenuifolin in the reference solution.
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2. Ham lwgng nudc : 4.9 %
(Chuan d¢ do dién tich)

Water determination

: Tap lon nhat: 0,58 %
Téng tap: 0,78 %
Max impurities: 0.58 %
Total impurities: 0.78 %

3. Tap chit lién quan
(HPLC)
Related substances

92.8 % Tenuifolin (C36HssO12), tinh theo nguyén trang.

P§ khong dam bao do mé rong U = = 0,3 %, hé s6 phu k
=2 ¢ d0 tin cdy 95%.

92.8 % Tenuifolin (C3sHssO12), calculated on the “as is”
basis. Expanded uncertainty of the certified value U=+
0.3 %, calculated using a coverage factor of 2 at level of
confidence of approximately 95%.

4. Pinh lwong (HPLC)
Assay

IV. Huoéng din st dung: Khong sdy trude khi dung.
Direction for use: Do not dry before use.
V. Bio quan: Nhiét d) 2 - 8 °C, tranh anh sang.

Storage: Keep container protected from light, preferably at the temperature from 2
to 8 °C.
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