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A
Certificate of Analysis

o 44/Name: “EHftiT/Simvastatin ¥ % ‘5 /Analysis NO.:2024140061
#t 5/Batch NO. :240204002 # #it/Quantiy:10.00Kg
477 HH/Date of Manufacture:02/02/2024 4% Fl #1/Date of Report:06/06/2024
WU FriE/Test Standards:USP46 HI5/Retest Date:01/02/2027
_ Conclusi
Ttems/HK I H Standards/FriE Results/#H 45 B one é%ons/
[PEIR] 85 2 1 R oK R e
Characters White to off-white powder White powder Conform
GE T = . R R, AT AR
[{ﬁ'%g] wEIECK:; JUPEARET K. %:é%m% HoEE
Solubility Freely soluble in chloroform, in methanol, and in Conform Conform
alcohol; sparingly soluble in propylene glycol;very slightly|
soluble in hexane;practically insoluble in water
CHLBEE] (P fhat) FFE e
Specific optical +285° “+298° +289
rotation (driedsubstance) Conform
A LLAMRSOSEA £ B E ST AN A0 &R
A. IR:Conforming IR:Conforming Conform
e B. FrEAIIE N, A A 2 06 O B B 1) B 5 %
e 2 I Y 2 0 (B 1 —

Identification B. The retention time of the major peak in the R EHE e E
chromatogram of the assay preparation corresponds to| Conform Conform
that inthe chromatogram of the standard preparation, as
obtained in the assay

FARAMTT R FFE e
0.07% Confor
Simvastatin hydroxy acid:<0. 4% s L g ontorm
RIEARATT R AR AT TR E
Epilovastatin and Lovastatin:<c1.0% ) 267 Conform
T AR Ay T e
Methylene Simvastatin:<0. 4% (V7
Conform
LR FEARARTT FFEE
s LI Undev -t
[ 3 Acetyl Simvastatin:<<0.4% nae (bl Conform
Chromatographic purity TeAKEARARTT FEME
Anhydro Simvastatin:<c0. 4% 0.13 Conform
FARABTT R Ak FFEE
Simvastatin Dimer:<20. 4% 0. 02% Conform
FoAAT — BN F 5 FFEE
Any other individual impurity:<<0.10% 0. 06% Conform
BRISARAMTT FNRISARAMTT 2 ST 2% 5 2 A o
Total impurities other than lovastatin and 0.37%
Conform

epilovastatin: <1. 0%
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Certificate of Analysis

A % /Name: £ YT /Simvastatin

fit 5 /Batch  NO. :240204002
A2 H ] /Date of Manufacture:02/02/2024

& 36 %5 /Analysis
# #8/Quantity:10.00Kg
55 Hi/Date  of Report:06/06/2024

NO:2024140061

K96 b /Test  Standards:USP46 2 3 A /Retest  Date:01/02/2027
Ttems/H IR B Standards/¥rifE Resul ts/fr 545 H Conc{lf;i/éons/
[FHpkE] <05 0. 055 FFEME
Loss on drying V.90 : 0 Conform
Ty EESTEE
_ (¥ I’Jﬁ;’%@J_ _ <0.1% 0. 05% X
Residue on ignition Conform
(648 ] 6 E
Heavy metals <0. 002% <0. 002% Conform
[E&] (PR . . . FEME
Assay (dried substance) 98. 0%~102. 0% 98. 7% Conform
T waRE
Methanol : <3000ppm Undetected Conform
. Rl
LT 393ppm e
Ethanol : <5000ppm #Foy - . Conform
TER A RLE
Dichloromethane: <<600ppm Undetec _eg B - ‘onform
R IERCT BE Tk ndetedt L EE
Methyl tert-butyl ether:<<5000ppm ndetes ( >nform
s o o % |
(5% B8 i 77 2 7.0 1 FEIME
Residual solvents Ethyl acetate:<<5000ppm Undetecte Conform
DY & R FFEME
Tetrahydrofuran: <<720ppm Undetected Conform
Wik o
Cyclohexane: <3880ppm Undetected Conform
nE e FFE e
Pyridine<<200ppm Undetected Conform
N, N- F 3 R i FEME
N, N-Dimethylformamide : <880ppm Undetected Conform

G50 AR R AR AT 35 [E 25 LUSPA6 AR PR UERE IR, 45 BT S E
Conclusion:This is to certify that we, the undersigned, have performed tests on the very batch of the substance according to
Corresponding procedures and found that this batch of simvastatin meets the requirement of the monograph of Simvastatin in USP46

115t N/Assessed by

*Packaging form:The

bucket.Packing

*Storage condition:Protected  from

kel ¥ E /Tested by

inner layer

size:1*15kg/drum.

is

light,store in an

A AR

low density polyethylene

airtight
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S 4%3# /Checked by T B

(LDPE)bag and the outer layer is

container.

Full

paper




