CONG HOA XA HOQI CHU NGHIA VIET NAM
Poc lap - Tu do - Hanh phiic

BOYTE
VIEN KIEM NGHIEM THUOC TRUNG UONG

48 Hai Ba Trung - Hoan Kiém - Ha Ngi - Viét Nam
DT: +84.24.38252791 - Fax: +84.24.38256911

VILAS 087

CHUNG CHI PHAN TiCH
Certificate of Analysis

CHUAN DPOI CHIEU THU CAP
Secondary Reference Substance

CETIRIZIN DIHYDROCLORID
C1H,,CI3N,03

I.  Muc dich sir dung: Chuan di chiéu tha cap Cetirizin dihydrogfoxid 3 310 duoc
st dung cho céc phép thir dinh tinh va dinh lugng bén'gphu’ an ti

iloride control No.

Intended use: The Secondary Reference Substance Ce ¢
and identification.

C0324310 is intended to be used in physicochemical d

II. MO ta: Bot mau tring.
Description: A white powder.

[II. Két qua phan tich: Ddi chiéu voi chifa iri ydroclorid USPRS 16 RO59HO0 ¢é
ham lqung 99.7 % Clez7Cl3N203, tin

Analytical data: The Cetirizine dihy ide USPRS lot. RO59HO was used as
Standard and regarded as Cr1H>7CI3N>O3, calculated on the as is basis.

. Binh tmh (Ide Q’l/lc

hu hop vé6i phod hong ngoai cua Cetirizin dihydroclorid
chuén.

Concordant with the infrared absorption spectrum of
Cetirizine dihydrochloride RS.

: Dung
Conformed

2. pH . 1,33 (Dung dich 5.0 % kl/tt)
1.33 (5.0 % w/v solution)

3. Tap chat lién quan (HPLC) : Tap A<0.05%
Related substances Tap B, C, D, E, F: Khong phat hién
Tap khéac < 0,05 %
Impurity A < 0.05 %
Impurity B, C, D, E, F: not detected
Unspecified impurity < 0.05 %
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4. Mét khéi luong do lam kho  : 0.2 %
Loss on drying

5. Dinh lugong (HPLC) 99,7 % C, H>7C13N>0s, tinh theo nguyén trang.
Assay ’ Po khong dam bao do mo rong U = 0.1 %. h¢ s6 phu
k =2 ¢ do tin cay 95 %.
99.7 % C51H27CI3N-O3, calculated on the “as is” basis.
Expanded uncertainty of the certified value U = 0.1 %,
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. Baio quan: Nhiét do 2 — 8 °C, tranh 4nh sang.
Storage: Keep container protected from light, preferably at the temperature from 2 — 8 °C.
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