CONG HOA XA HQI CHU NGHIA VIET NAM
DPéc lap - Tu do - Hanh phic

i BOY TE,
VIEN KIEM NGHIEM THUOC TRUNG UGNG

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

CHUNG CHI PHAN TiCH

Certificate of Analysis VILAS 087

CHUAN DUQC PIEN VIET NAM
Vietnamese Pharmacopoeia Reference Substance

AMODIAQUIN HYDROCLORID

C,0H,CIN;0.2HC1.2H,0
SKS: 0210269.01

I. Muc dich sit dung: Chuin Dugc dién Viét Nam Amodiaquin “hydroclorid SKS:
0210269.01 dugc sir dung cho cac phép thtr dinh tinh va dinh luong bang phuong phap
phéan tich hoa ly. ;5 2}
Intended use: The Vietnamese Pharmacopoeia Reference’ Substance ) Amodiaquine
hydrochloride Control No. 0210269.01 is intended to be used- in physicochemical analysis
for assay and identification. : i

II. Mb ta: Bot két tinh mau vang.

Description: A yellow crystalline powder.

III. Két qua phan tich: Déi chiéu v6i chudn Amodiaquin hydroclorid USPRS 16 RO78L0
¢6 ham lugng 0,997 mg/mg C,oH,,CIN3O.2HCI, tinh theo chit khan.

Analytical data: The Amodiaquine hydrochloride USPRS Lot. RO78L0 was used as

Standard and regarded as 0-997 mg/mg C2yHy,CIN;O.2HCI, calculated on the anhydrous

basis. RN

1. DPinh tinh (ldentifications) /
ayrdBs 553 . Phu hop véi phd hdng ngoai ctia Amodiaquin hydroclorid
. % ‘ chuan.

Concordant with the infrared absorption spectrum of
Amodiaquin hydrochloride RS.

b. UV-VIS : Phi hop véi phd tir ngoai cia Amodiaquin hydroclorid

) chuan.

Concordant with the UV absorption spectrum of
Amodiaquin hydrochloride RS.

c. Phan Umg cta ion CI : Ping

Reaction of ion chloride Conformed

d. RPLC : Thoi gian luu cia pic chinh trén sic ky dd thu dugc tir
dung dich thtr twong Uimg vai thoi gian luu cua pic chinh
trén sic ky do thu duoc tir dung dich chuén.
The retention time of the major peak of the Sample
solution corresponds to that of the Standard solution.
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2. Cén sau nung
Residue on ignition

(98]

Water

. Ham luong nude (KF)

4. Tap chét lién quan (HPC)
Related Substances

5. Dinh lugng (HPLC)

Assay

: 0,08 %

9

: Khéng phat hién pic tap chét
No impurity peak detected

1 91,7 % CyH»CIN3O.2HCI, tinh theo nguyén trang

D¢ khong dam bao do mé rong U = + 0,1 %, hé sb phu
k =2 & d0 tin cdy 95 %.

91.7 % CyH»CIN;O.2HCI, calculated on the “as is”
basis. Expanded uncertainty of the certified value
U= 2 0.1 %, using a coverage factor k = 2 at level of
confidence approximately 95 %.

IV. Huwéng din sk dung: Khéng sy trude khi dung
Direction for use: Do not dry before use

V. Bao quin: 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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Céac thong tin vé chit chudn c6 thé tra ctru theo dia chi: http://www.nidgc.gov.vn

Visit the flowing link to see the updated information of reference substances:
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