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b. Ph6 NMR

C. Ph6 MS

d. HPLC

CQNG HOA XA HQI CHU NGHIA VIET NAM
DQc lfp - Tg do - Hgnh phric

Phu hqp vdi phd h6ng ngo?i cria Tenuifolin chuAn.

concordant with the reference IR absorption spectrum of
Tenuifulin RS.

Phu hqp vdi ph6 NMR cta Tenuifolin chuAn'

Concordant with the reference NMR spectrum of Tenuifulin

R,S.

Phu hqp v6i phd MS cria Tenuifolin chu6n.

Concordant with the reference MS spectrum of Tenufolin RS.

Thoi gian luu cria pic chinh tr0n s6c b7 do dung dich thir

tuong ring v6i thoi gian luu cria pic Tenuifolin tr6n sac ky d6

dung dich chuAn.

In the chromatograms, the test solution has maior peak

corresponds to the Tenuifulin in the reference solution'
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CH(NG Cgi PTTAN TICH
CHUAN DUqC DIEN VIET NAM
CERTIFICATE OF ANALYSIS

VIETN AME SE PHARMAC OP OEIA REFERENCE SUB STANCE

TENUIFOLIN
C:rHsoOrz

SKS: ECO125009

I. Mgc tlich sfr dgng: ChuAn DD\rN Tenuifolin SKS: EC0125009 dugc s[r dpng

trong ph6p thir dinh tinh vd dinh luo-ng bing phuong ph6p h6a ly.

Intended use: The Vietnamese Pharmacopoeia Reference Substance for Tenuifulin

Control No. ECO125009 is intended to be used in the physicochemical analysis for
' identification and assaY.

III. Md ti: BQt rndu trhng.

Description: A white Powder.

ilI. K6t qun phffn tich: Tii5n hhnh song song v6i chuAn Tenuifolin (NIDFC-PRC) 16:

lll84g-202207, c6 hdm lugng 97,7 o/o C:rHsoOrz, tinh theo nguyOn tr4ng'

Analyticol cluta: The Tenuifulin RS (NIFDC-PRC) Lot. 111849-202207 was used

as standard and regarded as 97,7o/o CsoHsaOtz, calculated on the as is basis.

1. Dinh tinh

Identifications

a. PhO IR

vKN/Bl[/20.02 (10)
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IV.

v.

2. Hirm lugng nufc " 4,9 o

(ChuAn d0 do diQn tich)

Water determination

3. Tap ctrft ti6n quan : Tqn l6n nh6t: 0,58 o/o

(HPLC) T6ng tqP:0,78 Yo

Related substances Max impurities: 0.58 %

Total impurities: 0.78 %

4. Dinh lugng (HPLC) : 92,8% Tenuifolin (c:oHsaoo),tinhtheonguy0ntrang'

Assay DQ kh6ng dim bdo do md rQng U : + 0,3 o ,hC si5 phri k
:2 b d0 tin cQY 95%.
g2.8 % Tenuifulin (CsoHsoOtz), calculated on the "as is"

basis. Expanded uncertainty of the certified value U : t
0, j o%, calculated using o coverage factor of 2 at level of
confidence of aPProximatelY 95%.

Hudng din sfr dgng: Kh6ng s6y tru6c khi dung'

Direction for use: Do not dry before use.

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

Storage; Keep container protected fro* light, preferably at the temperature from 2

to 8 oC.

Date of adoption: July 30th, 2025 Hd NOi, ngdy 30 thdng 07 ndm 2025
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