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Certificate of Analysis

CHUAN DUQC PIEN VIET NAM
Vietnamese Pharmacopoeia Reference Substance

SIMVASTATIN
CysH3305

No.0210182.02 is intended to be used in physico

Intended use: The Vlemamese Pharmacopoeza Rcferencg’?ubsl
identifications.

M3 ta: Bot két tinh mau trang.
Description: A white or almost white, crystalline p

Analytical data: The Simvastatin EPCR!
regarded as 99.7 % C,5H330s, calculated on't

itch 0.0 was used as Standard for assay and
5 is” basis.

Dinh tinh (Id@;ilcanons |

a. Pho hong ngoa . PRhop voi phd hong ngoai ctia Simvastatin chuan USP
Infrared absorpfron 0 10D382.

Concordant with infrared absorption spectrum of

Simvastatin USPRS lot. [0D382

Thoi gian luu cua pic chinh trén sic ky do cua dung dich
thtr trong Gng v thoi gian luu cua pic chinh trén sac ky
do6 ctia dung dich chuan Simvastatin.

The vretention time of the major peak in the
chromatogram of the test solution corresponds to that in
the chromatogram of the Simvastatin reference solution.

2. Do trong va mau sac dung dich  : Dat
Appearance of solution Passed
3. Goc quay cuc riéng : +291.4° (dung dich 0,5 % kl/tt trong Acetonitril, do & 20 °C)
Specific optical rotation +291.4 (0.5 % w/v solution in Acetonitrile, measured at
20°C).
4. Kim loai ning . Dat
Heavy metals Passed
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5. Tro sulfat 0 0,04 %

Sulfated ash

6. Mat khéi luong do lam kho : 0,04 %
Loss on drying

7. Tap chét lién quan (HPLC) : Cactap A, B, C,Dva G: Khong phat hién
Related substances Tong tap E + F: 0,08 %

Tap khac: Khong phat hién

Impurity A, B, C, D and G: Not detected
Total impurities E + F: 0.08 %

Other impurity: Not detected.

8. Dinh lugng (4Assay) 0 98,1 % C,5H330s, tinh theo nguyén trang.
HPLC Do khong dam bao do mo rong U = + 0.1 %, hé s6 phu
k=2 & dd tin cay 95 %.
: 981 % CasHsg0s, calculated on the “as is” basis.
Expanded uncertainty of the certified value U = + 0.1 %,
using a coverage factor k = 2 at level of confidence
approximately 95 %.

IV. Huwéng din sir dung: Khong sdy trude khi ding
Direction for use: Do not dry before use

V. Bao quan: 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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