RS TY S Drugs & Clinic 208 H10H 2014510 A * 1105 -

ITLLIMEIE TR LR BT A REER AR - R

OB, BEE, T 2
oA 2R B AT SR, dERT 100050

W OE.BM AT SRS AT (IR L AN — SO SR AR , S ER A T2 25 AR JEURL 2 L I 22 5
T RAAE. HER . AR R MIT AN GIS— B B ST ARARTT A (PRSI RN A . sk XVE RS S
AL 4 AN 65 HURE RVER S AABTT B I AU — BRI, FEXF 4 AN RN ERLZ IR A6 R T R
HR AT 4N FWARMIT AR FIRE L A BRI, TR IR N 100%; 4 FECRI 250 1 RIE e BN AR AT 4T
ARG E SRR ADGE R R E . 8518 I /MR RE R B T s R T R AR A Y T T X
TERATHSE, IFREEIX Ar AR S B () B k) 25

KRR WRAITE Y RN Bk madbil

PESES: RI27.1 NEFRERD: A MERS: 1674 -5515(2014)10 - 1105 - 04
DOI:10.7501/j.issn.1674-5515.2014.10.007

Identification of uniformity in Pravastatin Sodium Tablets and crystallographic
form in their active pharmaceutical ingredient by NIRS method

GENG Ying, CHEN Qi-lei, HE Lan
National Institutes for Food and Drug Control, Beijing 100050, China

Abstract: Objective To develop near-infrared spectroscopy (NIRS) uniformity models for sampling of Pravastatin Sodium Tablets
from overall manufactures in Chinese market, to evaluate the uniformity of Pravastatin Sodium Tablets and their active pharmaceutical
ingredients, and provide robust, accurate, and representative uniformity models. Methods NIRS models for 65 batches of tablets
were built for four individual manufactures from five manufactures. The active pharmaceutical ingredients form the four manufactures
and an amorphous powder were investigated by comparing NIR spectrum. Results Uniformity Models for the four different
manufactures were built with prediction rate 100%, respectively. The spectra of four active pharmaceutical ingredients and an
amorphous powder showed differences in various crystallographic forms of NIRS. Conclusion It demonstrates the potential of NIRS
being a rapid and highly effective method for the identification of Pravastatin Sodium Tablats, the investigation of their preparation
process, and the discrimination of the active pharmaceutical ingredients from their various crystallographic forms.
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Fig. 1 Representative NIR spectra of products from five

manufactures
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Fig. 3 NIR spectra (A) and NIR spectra model (B) for
Pravastatin Sodium Tablets from Bristol-Myers Squibb
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Table 1 Varification of uniformity test models

G 3 el CEVRE (7 QI 11 = L o % 1R/ IR EcRE AR R HERI /%
HE IR 1 4 4 4 4 100
IGUF4E 2 46 57 57 57 100
WL IF IR 1 8 8 8 8 100
IGUFEE 2 38 46 46 46 100
LA IR 1 3 3 3 3 100
ISR 2 44 59 59 59 100
—=3t IR UFSE 1 2 6 6 6 100
IS UFSE 2 41 51 51 51 100
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Fig. 4 NIR spectra of active pharmaceutical ingredient of

pravastatin sodium
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