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CHUAN EoI CHIEU THI' cAp
S econdary Reference S ubstanc e

SIMVASTATIN
C25H33O5

VILAS 087

,. SKS; C0323182

I. Mgc tlich sir dgng: ChuAn eOi ctridu thf cAp Simvastatin SKS: C0323182 duqc sir dpng
cho cdc ph6p thu dinh tinh vd dinh lugng bing phucrng phap phdn tich h6a ly.
Intencled use: The Secondary Reference Substance Simvastatin Control Nr>. C0323182 is
intended to be used in physicochemical analysis for assay and identtfications.

ll. M6 t6: BQt k6t tinh miu tr6ng.
Description: A white, crystalline powder..

III. KOt qui phin tich: E5i chi6u v6i chuAn Simvastatin U$PRS 16 R05290 co hdm lucms
0,993 mglmg C25H3sO5, tinh theo nguy_p. trqng. '' .

Analytical data: The Simvastatin USPRS Lot. RA5290 was used as Standard and
regarded as 0.993 mg/mg C25H36O5, calcularcd on the "es is" basis.

l. Dfnh tinh (ldenrifications) -'
a. Ph6 h6ng;-4go4i . .. 

: : :

Infrared absorption

b,.r+PLe ' - ':

."....'

Phg hqp vdi ph6 h6ng ngoai cira Simvastarin chudn.
Contbrdant with infrared absorption spectrum of

.,Sinivastatin RS.

Thoi gian luu cua pic chinh trdn s6c ki dO cira dung dich
thu tucrng ring vdi thoi gian luu cira pic chfnh tr6n sic ky
d6 cua dung dich chu6n Simvastatin.
The retention time of the major peak in the chromatogram
of the test solution corcesponds to that in the
chromatogram of the Simvastatin reference solution.

2. G5c quay cuc ri6ng : *293,0o (do o 25 oC)

Specific optical rotation +293.0o (measured at 25 oC)

3. U6t t<trOi luqng do ldm kh6 : 0,03 o/o

Loss on drying

4. Tqp ch6t li6n quan (HPLC) : Simvastatin hydroxyacid < 0,05 yo

Related substances Epilovastatin & Lovastatin: 0,10 o%

Methylen simvastatin : 0,10 o/o

Acetyl simvastatin: 0,I0 Yo

Anhydro simvastatin : 0,05 o/o
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5. Dinh lusns (HPLC)
Assav

Simvastatin dimer: 0,13 o

Ttmg t4p kh6c < 0,l2oA (Any other impurity 
'.0.12 

%o)

T6ng tpp (trir epilovastatin & lovastatin):0,61 o/o

(Total inpurities other thanepilovastatin & lovastatin: 0.61 %o)

: 99,0 o/o CzsHzsOs, tinh theo nguy€n tr4ng.
DQ kh6ng dim b6o do md r6ng U : 0,2 yo, hC s6 phit
k:2 6 dQ tin cdy 95 %.
99.0 % CzsHsaos, calculated on the "as is" basis.

Expanded uncertainty of the certified value U : 0.2 ok,

using a coveroge factor k : 2 at level of confidence
approximately 95 %.

II.

Hudng d6n sfr dgng: I(h6ng sAy tru6c khi dirng
Directionfor use: Do not dry before use

Bio quin: Nhiet d0 2 - 8 
oC, tr6nh 6nh sang.

Storage: Keep container protectedfrom light, preferably at the temperature from 2- 8 oC.
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