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Cleaning validation of Chinese materia medica preparation manufactured in
shared production line

WANG Shou-bin', XIAO Chuan-xue’, HUANG Xue-hong?, LIU Chun-li'
1. Certification Center of TianJin Market and Quality Supervision Administration, Tianjin 300191, China
2. Tasly Pharmaceutical Group Co., Ltd., Tianjin 300410, China

Abstract: This paper illustrates the company’s cleaning validation of many varieties of Chinese materia medica (CMM) preparation
manufatured in the same production line by real case from four aspects such as selection of target product, confirmation of marker,
validation of acceptance criteria, and analytical methods. It is a scientific, rational, and economic validation strategy to use CMM
preparation extract or the whole extract powder as marker components for validation and determination of the marker components
using UV-full wavelength scan method.
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Table 1 Basic data of four products
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(Dy) mg
KZa UL WESSEE PEG %% LDs,25.08 420 03300  0.5g/48 348 0.877 8
KZa Uil WESEE PEG %% LDs,25.08 200 04050  0.5g/4% 348 0.877 8
(10 mg)

HiPrEwMA BFHSMAE PEG R4 B LDy 16.8 200 02025 27 mg/¥i 30 ki 0.588 0
(10 mg) B UkA VKA LDs 0.5251

AN SENIRE PEG %% MTD 187.6 220 04463  0.551 g/48 348 6.566 0

ADI=LDs,X 70 kg/(2 000X 1 000)
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Table 2 Risk score of products

7 A4l B# c4l B
(AXBXC)
K2 i S A 1 2 1 2
K2 A A 1 2 1 2
(10 mg)
ShHPZwHA 3 2 1 6
(10 mg)
S AL 1 1 1 1
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Table 3 Methods in calculation of pharmaceutical
ingredient residues and their evaluation
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Table 4 Acceptance criteria of cleaning validation
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57.71. 115.42. 230.84. 288.55. 461.68 pg/mL 6
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Table 5 A values under characteristic absorption wavelength

JFERE/(ngmL ™) 268nm  281nm 372nm  400nm
28.855 0.104  0.136 —0.016 —0.030
57.710 0.190 0260  0.001 —0.020

115.420 0385 0515  0.037  0.001
230.840 0.753  1.012  0.108  0.036
288.850 0936 1258  0.139  0.054
461.680 1489 2050 0238  0.107

0.037 5 (R*=0.999 3), - KB¥y HAT RAF (ki
KRR o T W N AR bR v 22 AR il 2 R 9k (3.3
SD/K, SD A7 FWBOCERbRHEZE, K b bk
WK BRI R MR B, mdl 3 gy ke
a, BEAT 1S A, EHATURSE, 4 BB R S AW
IIFRUEZE 5354 0.000 478, 0.000 387 0.000 16
0.000 167, R4 3.3 SD/K VI H3% £ 5 K B A K 1%
TR IR B, BT 1.84 ug/mL.
5 IIEER

VIR M2 AR AE R 46.3 pg/em?, TG I
I IRE AR 100 em?, ABEIR SR
W AR T 10 mL 2lA6 7K A e Bl R A
{HMEC ] 461.68 pg/mL X HE SN, ZRIE T~ 2
WUOAKRE, BN BOGRAE, AiET5RAMT W
Iy REVE, WO 0 R S RORG RE 2 230.84
115.42, 57.71. 28.885 pg/mL 4 N 2O AR5
W, SRR 6, FESIRI I ZE B AR TR RE A
A 15 FE R EAR TR R th 4 (28.885 pg/mL).
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Table 6 Summary of drug residues in each sampling point

B AR HUOFE 1T ARSI (A HEARG T 46.3 pg/em?)
FLASEFEL JBORLH AR VA TR TG AR T R R RO BEA. (<<2.9 pg/em?)
AL Tt A B TG B AR T R R RO BEA. (<<2.9 pg/em?)

WAL DE K AR VAR ) WG PR (LR T Lt P IR R T BEAE. (<<2.9 pg/em?)
AL FeE A I B W6 AR T L R RO BEAE. (<<2.9 pg/em?)
W5 b P i th AL AR I TR W6 AR T L BRI RO BEAE. (<<2.9 pg/em?)
EE AL AL I IE A I B W6 AR o0 B BRI RO BEA. (<<2.9 pg/em?)
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