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Vietnamese Pharmacopoeia Reference Substance

DICLLOFENAC NATRI
C|4I’l|()C12NN302

I.  Muc dich sir dung: Chuan Duoc dién Viét Nam Diclofenac natri SKS$
str dung cho cac phép thu dinh tinh va dinh luong bénfgphuon

¢

Intended use: The Vietnamese Pharmacopoceia Refepence
No. C0724047 is intended to be.used in physicochemicod
identifications.

II. M& ta: Bot két tinh mau tring.
Description: A white crystalline powder.

I1I. Két qua phan tich: Di chiéu voi chya iclofenac, Kafri USPRS 16 R038GO0, ¢6 ham
luong 100,0 % C,4H,0CILbNNaO,. tinh 3

Analytical data: The Diclofenac sodiu PRS)Lot. RO38GO was used as Standard and
regarded as 100.0 % C;,H,;0CILNNaO», ca

1. Dinh tinh (lentificatiof:

a. Pho hong ngoai hop véi pho hong ngoai ctia Diclofenac natri chuan.

Concordant with the infrared absorption spectrum of
Diclofenac sodium RS.

: Dung
Conformed
2. Mat khbi ong do lam kho 0 0,28 %
Loss on drying
3. Tap chat lién quan (HPLC) . Tap A: Khong phat hién (Impurity A: not detected )

Related substances Tap F: Khong phat hién (Impurity F: not detected )

Tap kbac: Khong phat hién (Other impurity: not detected)

4. Dinh lugng (HPLC) 1 99.7 % CaH1yC1bNNaO,, tinh theo nguyén trang.
Assay Do khong dam bao do mo rong U = 0.2 %, hé s6 phu

k=2 ¢ do tin cay 95 %.
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99.7 % C1,H10CLNNaO:, calculated on the “as is”
basis. Expanded uncertainty of the certified value
U~ 0.2 %, 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 quan: 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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