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Certificate of Analysis

CHUAN DUQC PIEN VIET NAM

Vietnamese Pharmacopoeia Reference Substance

CLOPIDOGREL BISULFAT
CsHsCINO,S. H,SO,

17247.03

I.  Muc dich si dung: Chuin Duoc dién Viét Nam Clopido
0317247.03 dugc st dung cho cac phép thir dinh tinh v3
phap phan tich héa ly. ;B
Intended use: The Vietnamese Pharmacopoeia
bisulfate Control No. 0317247.03 is intended to b
Jor assay and identification.

stagee for Clopidogrel
cochemical analysis

II. Mo ta: Bot mau tréng.
Description: A white powder.

III. Két qua phin tich: Tién hanh so song|\v&#1 chuin Clopidogel bisulfat USPRS

16: G1K326 c6 ham lugng 0,988 m sH1sCINO,S. H,SOy, tinh theo nguyén
trang.

Analytical ¥ T lopiogrel bisulfate USPRS Lot. G1K326 was used as
Standard egarde 988 mig/mg CsH sCINO,S. H,SO,, calculated on the as

is basis.

: Phu hop véi phd héng ngoai cua Clopidogel
bisulfat chuin
Concordant with infrared absorption spectrum
of Clopidogrel bisulfate RS.

b. Géc quay cuc riéng : +56,01°
Specific optical rotation

¢. Phan Urng cua ion sulfat : Dung
Reaction of sulfate Conformed

2. B§ trong va mau sic dung dich : Dat
Appearance of solution Passed
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3. Kim loai nang

. Pat

Heavy metals Passed

4. Cién sau nung : 0,07 %
Residue on ignition

5. Mt khéi luong do lam kho @ 0,09 %
Loss on drying

6. Tap chét lién quan (HPLC) : Tap A: 0,07 %

Related substances

7. Pinh hugng (HPLC)

Assay

Tap B: 0,11 %

Tap khac: Khong phat hién
Tdng tap: 0,18 %

Related Compound A: 0.07 %
Related compound B: 0.11 %
Any other impurity: Not detected
Total impurities: 0.18 %

: 9897 % C,H,CINO,S. H,SO,, tinh theo nguyén trang.
Do khong dam bao do mé rong U = £+ 0,13 %
voi hé s6 phu k = 2 & d9 tin cdy 95 %.
9897 % CsH,iCINOSS. HxSO, calculated on the
“as is” basis. Expanded uncertainty of the
certified value U = + 0.13 % using a coverage
factor k = 2 at level of confidence
approximately 95 %.

IV. Huéng din sir dung: Khong siy trudce khi ding

Direction for use: Do not dry before use

V. Bao quan: Nhiét df tir 2 — 8 °C, tranh anh sang.
Storage: Keep container protected from light, preferably at the temperature from 2 -8°C.
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