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SKS: WS.0215166.01

I.  Muc dich sir dung: Chuén chinh Praziquantel SKS: WS. 02151666y
phép thir dinh tinh va dinh lugng bing c4c phuong phap phén tich héa ly.
Intended use: The  Secondary  Reference  Substance for Praziqu
WS.0215166.01 is intended to be used in physicochemical ]
identification.

Il. MG ta: Bot két tinh mau tréng.
Description: A white crystalline powder

IMI. Két qua phén tich: Tién hanh song song Va1 A igirantel EPRS Batch 3 ¢6 ham
lUQTlg 99,8 % C9H24N-0; tinh theo nguyé ;
Analytical data: The Praziquantel Prazigltantél EP atch 3 was used as Standard and
regarded as 99.8 % C9H>4N;0;, calculate the as\ i ]

1. Dinh tinh (/dentifications)

a. TLC @

Vét chinh clia mau thir twong duong véi vét chinh
mau chudn Praziquantel
incipal spot corresponds to Praziquantel RS.

2 139°C
: Dat
: Passed
' 0%
Loss on drying
4. Tro sulphat : 0,02%
Sulphated ash
5. Tapchét lién quan (HPLC) : Praziquantel impurity A: 0,07%
Related substances
6. Kim loai ning : Dat
Heavy metals : Passed
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7. Dinh luvgng (HPLC) : 100,10 % C9H24N20;, tinh theo nguyén trang
Assay Do khéng dam bao do mé rong U = + 0,36%, hé sd
pht k =2 & dg tin cay 95 %.
2 100.10 % C19H4N>0s, calculated on the as is basis.
Expanded uncertainty of the certified value U = +
0.36%, using a coverage factor k = 2 at level of
confidence approximate 95 %.

IV. Huéng din sir dung: Khong sy 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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