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Secondary Reference Substance

CINARIZIN
Cy6HasN>

AN SKS,:Cozzom.oz

I.  Muc dich sir dung: Chuan dbi chiéu thur cap Cinarizin SKS: C0220171. 02 duorc st dung
cho céc phép thir dinh tinh va dinh luong bang phu’ong phép phan tich hoa e\

Intended use: The Secondary Reference Substance Cznnarlzme No €0220171.02 is
intended to be used in physicochemical analysis for as*say and zdennf canon

Il. M0 ta: Bot két tinh mau tring. i
Description: A white, crystalline powder.

III. Két qua phén tich: Dbi chiéu voi chudn Cmarlzln BPRS 10 4032 c6 ham lugng 100,0 %
Cy6HagNy, tinh theo nguyén trang. —

Analytical data: The Cinnarizine BPRS batch 4()32 was used as Standard and regarded
as 100.0 % CrsHosN>, calcula_ted on the as- Ls\lzavzs

1. Dinh tinh (ldentzf callons) ‘ e
a. Pho hong ngoal Phu hop voi pho hong ngoai cia Cinarizin chuén.
R 7 ; > Concordant with the infrared absorption spectrum of
AN ~ Cinnarizine RS.

b. Diémchay . | . 120,1°C
Melting point p

2. Do trong n&éu sdc dung dich : Dat
Appearance of solution Passed

3. Tinh acid - kiém . Dat
Acidity or alkalinity Passed

4. Kim loai nang : <20 ppm
Heavy metals

5. Mat khéi luong do lam kho : 0,03 %
Loss on drying
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6. Tro sulfat - 0,001 %

Sulfated ash
7. Tap chét lién quan (HPLC) : Phat hién 02 pic tap (02 impurity peaks detected)
Related substances Tong tap: 0,12 % (Total impurities: 0.12 %)
8. Dinh lugng (HPLC) : 100,0 % Cy6HagNs», tinh theo nguyén trang. )
Assay Do khong dam bao do md rong U = 0,4 %, hé s6 phu

k=2 & d0 tin cay 95 %.

100.0 % CrsHsN>, calculated on the “as is” basis.
Expanded uncertainty of the certified value U = 0.4 %,
using a coverage factor k = 2 at level of confidence
approximately 95 %.

IV. Huéng dén sir dung: Khong sdy trude khi ding
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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