CONG HOA XA HOI CHU NGHIA VIET NAM
Déc 1ap - Tw do - Hanh phiic

48 Hai Ba Trung - Hodn Kiém - Hi Ngi - Viét Nam
DT: +84.24.38252791 - Fax: +84.24.38256911

CHUNG CHI PHAN TiCH VILAS 087
Certificate of Analysis

CHUAN POI CHIEU THU CAP
Secondary Reference Substance

KETOCONAZOL
CreHr3ClLN4Oy
19053.02
I. Muc dich s dung: Chuén ddi chiéu thu cép‘Ketoc nazol S duogc su
dung cho cac phép thtr dinh tinh va dinh luong bang piﬁong i 3 y

Intended use: The Secondary Reference Substance ocontzole No C0219053.02 is
intended to be used in physicochemical anglysis for assay

. Mo ta: Bot mau tring.
Description: A white powder.

1. Két qua phan tich: Déi chiéu véi chbfn Ketoco
% CsHasC1oN4Oy, tinh theo nguyén tra

ICRS Batch 1.0 ¢6 ham lugng 99.9

Analytical data: The Ketoconazole ICRS .0 was used as Standards and regarded as
99.9 % CHsH>sCILN,Oy, cal on the as is basis.

1. BPinh tinh (Idegriﬁ ations)

a. Pho-hong ngddi

: Phi hop véi phd héng ngoai cua Ketoconazol chuan.

Concordant with the infrared absorption spectrum of
Ketoconazole CRS.

: Thoi gian luu cua pic chinh trén SKD thu dugc tu
dung dich thtr tuong Gng véi thoi gian luu cia pic
chinh trén SKP thu dugc tir dung dich chuan.

The retention time of the major peak of the sample
solution corresponds to that of the standard solution.

2. Do trong va mau sic dung dich : Dat
Appearance of solution Passed

3. Goc quay cuc : -0,048° (Dung dich 0,1 g/ml trong methylen clorid, do
Optical rotation 420 °C)

-0.048° (0.1 g/ml solution in methylene chloride,
measured at 20 °C)

VKN/BM/20.02 (10) 1/2 Ngay ban hanh: 27/02/2024
Ketoconazol SKS: C0219053.02



4. MAt khéi luong do lam khd :0,15%

Loss on drying
5. Tap chat lién quan (HPLC) : Mf)i tap < 0,08 % (Each impurity: < 0,08 %)
Related substances Tong tap: 0,15 % (Total impurities: 0.15 %)
6. Dinh lugng (HPLC) 99,36 % CogHygCI1oN4Oy, tinh theo nguyén trang. )
Assay Do khong dam bao do mo rong U = 0,37 %, h¢ s6

phu k =2 & do tin cdy 95 %.

99.36 % CsHosCIbN4Oy, calculated on the “as is”
basis. Expanded uncertainty of the certified value
U = 0.37 %, using a coverage factor k = 2 at level of
confidence approximately 95 %.

IV. Huwéng din sir dung: Khong sdy 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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