2018 5 32 5

599

ALY, B, AERIE (PRI ) ARRAF, T 255000)

FIEAE R R P T ILF ey KR, RIATSTIE ) 2] ETAL 1846, F 425 2] 622 09 FRE

VATE o
F R BATAT AT, BT L F e kR,

VA b A G R B ke B A SRR A SR, B At . AR ST IR S ATH

TIRFHATLLF AR R TE LN, 125450

R F A 100 g e P AR mmiA T 89T LF4 5 T 94,

FEREHRALG; TRFM; KRR THLARE; £FEHE,; Y ERE; AEHE

R95 A
doi:10.16153/5.1002-7777.2018.05.005

1002-7777(2018)05-0599-04

Identification and Source Analysis of Visible Foreign Particles in Non-sterile
APIs

Wei Chuanbo, Fang Jie, Du Ruifeng (DSM Sinochem Pharmaceuticals (Zibo) Co. Ltd., Zibo 255000, China)

Abstract

ingredients (APIs) and to take appropriate corrective and preventive actions to control them below a reasonable

Objective: To determine the source of visible foreign particles in non-sterile active pharmaceutical
limit. Methods: Appliances and components in direct contact with materials were chosen as reference substances
and the source of visible foreign particles was confirmed by means of electron microscope scanning, elemental
analysis and IR analysis and so on. Results and Conclusion: The visible foreign particles were generated during

the process and were unavoidable. It can be determined by theoretical calculation that the visible foreign bodies

with diameter less than 1 mm in 100 g samples should be controlled within 9.
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2 IR
IR IR 44T TR
i C 482.49 65.943 | wt.%
T — 127.13 23284 | wt%
; S 323.17 10.772 | wt%
e Total 100.000 | wt.%
“F4EE

OI

550.19 55.488 wt.%
179.63 44.512 wt.%
Total 100.000 | wt.%

a8 sssdl

OI

30.36 19.353 wt.%
170.70 34.181 wt.%
Si 871.34 46.466 wt.%
Total 100.000 | wt.%

C 210.56 20.472 wt.%
F 2078.77 79.528 wt.%
T e Total 100.000 | wt.%

A [ Bt [ intensity ) | Cone [ Units |

C 583.10 31.809 wt.%

[0) 61.15 2.597 wt.%

Ti 1.54 0.038 wt.%

Cr 3.50 0.098 wt.%

Mn 7.04 0.284 wt.%

Fe 1315.61 65.174 wt.%

Total 100.000 | wt.%

R

1731.06

100.000

wt.%

100.000

wt.%

HERERL

sssssssasnsans

OI

2696.63 96.927 | wt.%
14.34 3.073 | wt%
Total 100.00 | wt.%
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