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Certificate of Analysis

CHUAN DPOI CHIEU THU CAP
Secondary Reference Substance
TAP A CUA DICLOFENAC
(N-(2,6- Diclorophenyl)indolin-2-on)
Diclofenac Impurity A
C,4HyCILNO

I.  Muc dich sir dung: Chuan déi chiéu thur clp Tap A ¢
st dung cho phép thir xac dinh tap chat lién quan cu
diclofenac.

Intended use: The Secondary Referenc 1
C0225355 is intended to be used in the tes
substance and diclofenac drug products.

II. MB& ta: Bot két tinh mau tring nga.
Description: An off-white, crystalline po

III. Két qua phan tich: Ddi chjéuydi chudn Tap A cua Diclofenac USPRS 16 R14100 ¢6 ham
luong 0,99 g C4HoCly ok theo nguyén trang.

Analytical datas The Diclo
o

: Phu hop véi phd hong ngoai cia chudn Tap A cua
Diclofenac.
Concordant with the infrared absorption spectrum of
Diclofenac related compound A USPRS.

b:HPEC : Thoi gian luu cia pic chinh trén sac ky db cua dung dich
tht twong ng véi thoi gian luu cua pic chinh trén sic
ky do ctia dung dich chuén.
The retention time of the major peak of sample
solution corresponds to that of standard solution.

2. Tap chat lién quan (HPLC) : Tung tap < 0,17 % (Any impurity <0.17 %)
Related substances Téng tap: 0,22 % (Total impurities: 0.22 %)
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3. Nudc (Coulometry) 0 0,72 %

Water
4. Pinh lugng (HPLC) 99,6 % C14HoCLLNO, tinh theo nguyén trang. ,
Assay Do khong dam bao do mé rong U = 0,2 %, hé so phu

k=2 ¢ do tin cdy 95 %.
99.6 % C;,HoCIbNO, calculated on the “as is” basis.
Expanded uncertainty of the certified value U = (.2 %,

using a coverage factor k = 2 at level of confidence
approximately 95 %.

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

V. Bao quan: Nhiét d6 2 — 8 °C, tranh 4nh sang.
Storage: Keep container protected from light, preferably at the temperature from 2 — 8 °C.
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Céc thong tin vé chét chudn co thé tra ctru theo dia chi: http://www.nidgc.gov.vn

Visit the flowing link to see the updated information of reference substances:
http://www.nidgc.gov.vn
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