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CHUNG CHI PHAN TiCH
Certificate of Analysis
CHUAN DUQC DPIEN VIET NAM
Vietnamese Pharmacopoeia Reference Substance
(2-CLOROPHENYL)DIPHENYLMETHANOL

(CLOTRIMAZOL TAP A)
C9H,;5C1O0

I. Muc dich si dung: Chuan Duoc dién Viét Nam (2
0116330.01 duogc st dung cho cac phép thur dinh tin
bang phuong phéap phan tich hoa ly.
Intended use: The Vietnamese

1. MB& ta: Bot két tinh mau tréng.
Description: A white, crystalline powd

III. Két qua phan tich: Pbi chiéu voi chuan Clorophenyl)-diphenylmethanol USPRS 16
J2M033 ¢6 ham luong 0,99 , tinh theo nguyén trang.
Analytical : The ( enyl)diphenylmethanol USPRS Lot. J2M033 was used as
Standard mgarde C9H,5CIO, calculated on the as is basis.

< Phd hop v6i chu tric phan tir cta (2-Clorophenyl)-
diphenylmethanol.

Consistent with the molecular structure of (2-
Chlorophenyl)diphenylmethanol.

. Phu hop voi phd hong ngoai ciia (2- Clorophenyl)-
Infraréd absorption diphenylmethanol chuan.

Concordant with infrared absorption spectrum of (2-
Chlorophenyl)diphenylmethanol RS.

b. Phd LC-MS : Phu hop véi phd LC-MS cua (2-Clorophenyl)diphenyl-
methanol chuén
, Concordant ~ with  LC-MS  spectrum  of  (2-
f Chlorophenyl)diphenylmethanol RS

c. HPLC : Thoi gian luu cta pic chinh trén sic ky do cta dung dich
thu gidong voi thoi gian luu cua pic chinh trén sic ky db
cua dung dich chuan, trong phép thir dinh lugng.
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The retention time of the major peak of the Sample
solution corresponds to that of the Standard solution, as
obtained in the Assay

3. Nhiét d6 néng chay 1 94,2°C
Melting point

4. Ham luong nudce (KF) : 027 %
Water :

5. Tap chét lién quan (HPLC) ) TL:mg tap (Individual impurity) < 0,05 %

Related substances Tong tap (Total impurities): 0,10 %
6. Dinh lugng (HPLC) 1 99,74 % C1oH,5ClO, tinh theo nguyén trang
Assay D06 khong dam bao do mé rong U = + 0,30 % véi hé s

phu k =2 & dd tin cay 95 %.

99.74 % C19H,5CIO, calculated on the “as is” basis.
Expanded uncertainty of the certified value U= +0.30 %
using a coverage factor k = 2 at level of confidence
approximately 95 %.

IV. Hwéng din sir dung: Khéng sdy truée khi dung
Direction for use: Do not dry before use

V. Bio quén: Nhiét d6 tir 2 — 8 °C, tranh anh sang.
Storage: Keep container protected from light, preferably at the temperature from 2- 8 °C.
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