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Certificate of Analysis

CHUAN DPOI CHIEU THU CAP
Secondary Reference Substance
TENOFOVIR DISOPROXIL FUMARAT
C19H30N5OoP.C4H404

ly.
Intended use: The Secondary Reference Substance T

No.C0321257 is intended to be used” ¥ physicoche
identifications.

dugc stir dung cho cac phép thir dinh tinh va dinh luqv ban

Il. Mo ta: Bot két tinh mau tring.
Description: A white, crystalline powde

II. Két qua phéan tich: St dung chuin ovir/disoproxil fumarat USPRS 16 F0J134 cho
phép thur dinh tinh; va chuan Tenofovir oxil fumarat USPRS 16 R08290, c6 ham
luong 0,993 mg/mg CoH P.C4H404 tinh theo nguyén trang, cho phép thtr dinh

luong. @
Analytical data:

oproxil fumarate USPRS lot. FOJ134 was used as
d the Tenofovir disoproxil fumarat USPRS lot. R08290,

: Phu hop véi phd hdng ngoai ctia Tenofovir disoproxil
fumarat chuén.
Concordant with the infrared absorption spectrum of
Tenofovir disoproxil fumarate RS.

2. Goéc quay cuc riéng : -19,08° (dung dich 1,0 % kl/tt trong HC1 0,1 M, do &
Specific optical rotation 20 °C)
; -19.08° (1.0 % w/v solution in HCI 0.1 M, measured
f at 20°C)
3. Kim loai néng : <20 ppm

Heavy metals
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4. Nudc 0 0,29 %
Water (KF coulometric titration)

5. Tap chét lién quan (HPLC) : Tap A: 0,74 %
Related substances 05 tap khac <0,26 %
Téng tap: 1,43 %
Impurity A: 0.74 %
05 other impurities detected, max: 0.26
_ Total impurities: 1.43 %

6. Dinh lugng (HPLC) : 99,7 % C19H30N501oP.C4H4O4, tinh theo nguyén trang.
Assay D6 khong dam bao do mé rong U = £ 0,3 %, hé sb
pht k =2 & d9 tin cdy 95 %.
99.7 % C19H30N50,0P.CH,Oy, calculated on the “as
is” basis. Expanded uncertainty of the certified
value U = 0.3 %, using a coverage factor k = 2
at level of confidence approximately 95 %.

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

V. Bio quin: Nhiét do 2 — 8 °C, tranh anh sang.
Storage: Keep container protected from light, preferably at the temperature from 2 — 8 °C.
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Visit the flowing link to see the updated information of reference substances:
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