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i i Product

Atorvastatin Calcium Trihydrate

P EARALYT 4% = Kk

ISR The Standard

TS01-ZLC115-007-05

1t Batch No. 215-004-190602(S1) B Quantity 130Kg
Az B3 2019-05-30 ZwBm 2022-05-29 AE by 2019-08-07
Manufacture Date R Retest Date S Report Date oo
I H TEST ITEMS Pl SPECIFICATIONS RISEERESULTS
A 3 VPSS = RE 5 R ERER SN
MGl elds |A white or almost white powder. White powder
AT Ky TR T 2H96%), JUTA T 460Nt . very A
5 78 Solubility slightly soluble in water, slightly soluble in ethanol (96 percent), I
ey 3 . 2 Conform
practically insoluble in methylenc chloride.
XRD 8 L5756 IR 11 8384 — 8 The X-Ray Diffraction pattem of ke
R : Trfrinse
XRD the sample must be concordant with that of the Atorvastatin
; : Conform
caloium crystalline(Form-1) standard.
ALLHIEIR I 855 e R 10 0% — 38
IR should comply with that of reference substance.
Bt 4444303 Enantiomeric purity: It complies with the test for e
T e (e : T4 H 5
250 1dentification enantiomeric purity. Confl
CHRAM TR AT 425K Water: It complies with the test for water, RRns
DA% B T 1gnite: 24559 T 45 7 I 2 /8 The residue gives reaction
(b) of calcium,
K 4> water 3.5%~5.5% 4.7%
LAY Sodium(anhydrous substance) <0.4% 0.12%
St A Isomer <0.30% 0.04%
49 24t Related substances
F A Impurity A <0.3%
24JJiB Impurity B <0.3%
2 FiC Impurity C <0.15%
#4J9iD Impurity D <0.15%
HE HAS 4T Any other individual impurity, <0.10% { o=
S AT Total impurities <1.5% R \ 0(339%
Al (LAY ) Assay(anhydrous substance) 97.0%~102.0% ‘,I.f/'l ] {')/,\/ l:f?" } ” ,_" 99/2%
LB %5 U Residual solvents IALE o 557
SRR ot
FH¥Methanol <3000ppm 1 ND
F AR Tk DEMTBE <5000ppm 455ppm
ZfiftAcelic acid <5000ppin 1732ppm
S R E D(0.5)<5um 2m
WA Particle size
D(0.9)<10pm Spm
%5 Caloium 3.2%~3.8% 3.5%

4% i CONCLUSION

A SAREPFNZE PARHERR DN, A FAFAMSE. 1t complies with all the requirements of EP monograph &Customer Standard.

fi 47 5 - Storage: 3% 4]« MG FRAURE. Protected from light. Store under nitrogen, in an airtight container.
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BOLETIN DE ANALISIS

Producto ATORVASTATINA 12584-03 Lote : 19011168 Cod.Prod. 104514
Lote de inspeccidn 10000568558
Periodo de inspeccién 17.07.2019 - 17.07.2019

Operacién de inspeccidn

0010 Analisis Fisico Quimico

Puesto de inspeccidn Q00001 LIELl

ENSAYO METODO REQUERIMIENTO UNIDADES RESULTADOS
DESCRIPCION Polvo blanco o casi blanco MG082 CONFORME Conforme
SOLUBILIDAD MG082 CONFORME Conforme
IDENTIFICACION A (IR) MG082 POSITIVO Positivo
IDENTIFICACION B (PUREZA ENANTIOMERICA-Im MGO082 <=0,30 % 0,04
IDENTIFICACION C --AGUA (K-F) MG082 3,5 & 545 4,7
IDENTIFICACION D (CALCIO) MG082 POSITIVO Positivo
SODIO MG082 <=0,4 % 0,1
IMPUREZA A MG082 <=0,3 % < 0,1
IMPUREZA B MG082 <=0,3 % < 0,1
IMPUREZA C MG082 <=0,15 % < 0,05
IMPUREZA D MG082 <=0,15 % 0,05
OTRAS IMPUREZAS INDIVIDUALES MG082 <=0,10 % 0,07
IMPUREZAS TOTALES HPLC MGO082 <=1,5 % 0,3
VALORACION (HPLC) (s.s.a.) MGO082 97,0 - 102,0 % 99;2
TERT-BUTIL METIL ETER MG082 <=5000 ppm 455
METANOL MG082 <=3000 ppm < 3.000
ACIDO ACETICO MG082 <=5000 ppm 1.732
TAMANO DE PARTICULA, D(v,0.5) MG082 <=5 pm 2
TAMANO DE PARTICULA, D(v,0.9) MG082 <=10 pm 4

rv‘@ 1 vn\—g}

AL

> 2 Lirma £ 2z -
Fecha: (2 211k z!afm—/g:”

e ———————

|
t
{
E
i

Fdo. Supervisor Control de Calidad

Fdo. Supervisor Desarrollo Analitico

Fdo.

Garantia de Calidad

Pagina 1 de 2 Fecha 08.08.2019

Hora 17:16

MOD.

034




CHEMO BOLETIN DE ANALISIS

Producto ATORVASTATINA 12584-03 Lote : 19011168 Cod.Prod. 104514
Lote de inspeccién : 10000568558
Periodo de inspeccidén : 17.07.2019 - 17.07.2019

Operacién de inspeccidn : 0020 Microbioldgico

Puesto de inspeccidn Q00002 LIEL

ENSAYO METODO REQUERIMIENTO UNIDADES RESULTADOS
Rec. total de microorg aerobios (TAMC) EP <=1000 UFC/g < 100

Rec. total de hongos y levaduras (TYMC) EP <=100 UFC/g < 100
Escherichia coli / Ausencia en 1lg EP CONFORME Conforme
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