
cQNG nd,q.xA uQr cnO Ncni,Lv4T NAM
DQc l$p - Tg do - HSnh phfc

BOYTE
vrEN rdM NGm. M THUOc rRrrNG UoNG

48 Hai Bd Trung - Hodn Kidm - Hd N1li - W€t Nam
DT +84.24.38252791 - Fm: +84.24.38256911

CHTING CUi PUAN TICH
C e rtiJic ate of A n a ly s is

CHUAN DI'qC DIEN VIET NAM
Vietn ame s e P h ar mac op o e i a Refe r e n c e S u b st an c e

AMODIAQUIN HYDROCLORID
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I. MBc dfch sir dsng: ChuAn Dusc ditin viQt Nam Amod;;rh.ny'frSra SKS:
0210269.01 dugc str dpng cho c6c phdp thu dinh tinh vd dinh luqng hAhg phrlqir$ph6p
phdn tich h6a ly. ;-.. '{.--r'-'"
Intended use: The Vietnamese Pharmacopoeia frlefertnn.g., Siibs,tqncei/modiaquine
hydrochloride Control No. 0210269.01 is intended ta;.pe.usdilih Bhysiegelfemical analysis

forassayandidentification. ,' .. ' ' 
.(./

'1 1 ../'
il. M6 ti: BQt k6t tinh mdu ving. #"1 

,, ,4Ta 
t i'it"

Description: A yellow uystalline powder. \ f ''r.a_r.,,'

III. K6t qui phin tich: D6i chi6u vdi .ffio.\ii:epifi'hydroclorid USPRS 16 R078L0
c6 hdm lugng 0,997 mglmgc2oH22clT\ilo.2Hq,, tiffitheo ch6t khan.

Analytical data: The Amodiaquine kyilrach.lgride USPRS Lot. R078L0 was used as

Standard and regarded asr&99J mg/mg WttCtwtO.2HCl, calculated on the anhydrousStandard and regarded asr&99J mg/n
basi,s. - ,"t\ \. 1-\.\ I \. 'r \a,, h'.tt \Y

l. Einh tir,Jn (ldeht ifieat|ons)'',''..., 
^ 
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^ rD //^,.. ', .*'6r.; r.a. F.--r t'C;"' ,. )/Phu.hqp v6i ph6 hdng ngo4i cira'Amodiaquin hydroclorid

. i-- '1 .1j 
'',t-l t 

chuAn.

1' r. ': i-----"- i' i, ,',Y Concordant with the infrared absorption spectrum of1: . ., ..i^- , i. ,fY Concordant with the infrared absorption spectrum of
' '''. , /' 

''-' Amodiaquin hydrochloride RS'

\
b. U\\S 7r' : Phir hqp vdi ph6 tu ngoai ctra Amodiaquin hydroclorid\ \__,/.\ /' chudn.

{/'/ Concordant with the UV absorption spectrum of
Amodiaquin hydrochloride RS.

c. Phin img ctra ion Cl- : Dring
Reaction of ion chloride Conformed

d. HPLC : Thoi gian luu ctra pic chinh trOn s6c ki d6 thu duoc tu
dung dich thir tucrng img vdi thcri gian luu cira pic chinh
trOn sic k)t dO thu dugc ttr dung dich chuAn

The retention time of the major peak of the Sample
solution corresponds to that of the Standard solution.
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2. C&nsau nung : 0,08 %
Residue on ignition

Hdm lugng nudc (KF) :7,9 Yo

Water

Tap ch6t li€n quan (HPC) : Kh6ng phdt hiCn pic tap ch6t
Related Substances No impurity peak detected

3.

4.

5. Dinh luqng (HPLC)
Assav

: 9I,7 oh C20H22CIN3O.2HCI, tinh theo nguy6n trang
D6 khdng d6m bio do md r6ng U : + 0,1 o ,hQ s6 phir
k:2 6 ttQ tin cdy 95 %.

91.7 % C2r1H22ClNjO.2HCl, calculated on the "as is"
basis. Expanded uncertainty of the certified value
U : t 0.1 %, using a coverage factor k : 2 at level of
confidence approximately 95 %.

ry.

V.

Hufng din sfr dgng: Kh6ng s6y tru6c khi dung
Directionfor use: Do not dry before use

Bio quin: NhiQt d0 2 - 8 oC, tr6nh 6nh s6ng.
Storage: Keep container protectedfrom light, preferably at the temperaturefrom 2 - I 

oC.
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c6c th6ng tin vo chAt chuAn c6 th6 tra cuu theo dia chi: http://www.nidqc.gov.vn
Visit the flowing link to see the updated infoimation of 're/erence 

substances:
http : //www. nidqc. gov.vn
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