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Study on Proficiency Testing of Readily Oxidizable Substance in Pharmaceutical Plastic Sheet
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Abstract: Objective
Methods

To improve the detection ability of laboratories in various regions for pharmaceutical plastic sheets.
According to the requirements of the relevant documents of China National Accreditation Service for Conformity
Assessment, the stability and homogeneity of the proficiency testing samples were investigated, and the determination results of the
readily oxidizable substances from the participating laboratories were analyzed. The satisfaction of the proficiency testing results of
the participating laboratories were evaluated by using the z — ratio score. Results The sample for proficiency testing were stable
and uniform; among the 43 participating laboratories in the proficiency testing, 37 were satisfied, and the satisfaction rate was

86.05%. Conclusion The participating laboratories in the proficiency testing have a good ability to detect the readily oxidizable

substance of pharmaceutical plastic sheets.

Key words: proficiency testing; pharmaceutical packaging article; pharmaceutical plastic sheet; readily oxidizable substance;
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Tab.1 Results of sample stability investigation

ik (d) AR HAAS (L) X(mL)  1b 1ty S,
0 S143 0.59
S095 0.61
S115 0.61 0.61
S100 0. 62
S119 0.64
5 S019 0. 65
006 0.64
8165 0. 62 0.63  0.001  0.012
S111 0.61
S151 0. 62
10 S127 0. 64
S194 0. 66
S081 0.62 0.62
S160 0.65
S007 0. 56
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Tab.2 Results of sample homogeneity investigation
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Fig.1 Regional and level distribution of participating laboratories

in proficiency testing

72

EL=4
154 -

0 -

0.2 0.4 0.6 0.8 1.0 1.2 1.4
B2 SMERENEERIHEFE

Fig.2 Histogram of determination results for participating labora-
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Fig.3 Bar chart of z — ratio score for participating laboratories



2025 4F 10 H 20 H 5 34 345 20 1)
Vol. 34,No. 20, October 20,2025

¥ &5 ¥

China Pharmaceuticals

HR I «

Inspection and Test

Tl B ZE ARG 5 A b 81 0. 40 ~ 0. 80 mL,
3 iTig
3.1 HMERSHTSEIL

PR VA VB ) 2% < K I TR P o A A 2
TR 5 AL ) AL R T R T R A 2
il 5 B 7 DG Y AR i 1 3 B T AR AR s oA T f B P R
T AR 2 B TR, AN [R) ) BORE T R T 75 ) S AL W ME
TEFE 255 AR T DD RO iR 4%, th AR B
AR A BB AR S KNG — | 22 R 110 o 4 1 AR
ANTR] A2 T 5 ) AT HR B G o O T ) A ¢
4

IR R RIIR S R] A SR 2 2 AR 5
AL DRI 5 e DR 22 R AT 5 4%, BEIBORE R VT RIAK R
R L EE S B [ LA i A S | A I B TR Sy
FENR GRS A R b = IR X 5 A
ARG 45 S 1 5 i) (59 IR R R R AR R
P& IR IR T 2, TS 205 A A A R
KUs—1el xhF RS R R O (121 + 2)°C, b
T ARE 85 Ay v R DR i o R0 000 T FH K BT 2, o7 1 A 4 Bef
S, LR TS 4 ) TR T o e AR R TR IR R AR
1o, 15 HE A B A s i T L B B AR IR
JERBEEPT, (121 + 2)°CAHF 30 min B 55 5 05 G H
PR ERFR] KPR J I B B A o 5 A it V5 R 0 2 o A
pitn 5 P T T VB ST ) 2 A, S 388 in T P IO 1 £ I
LFHEE RS

P RO A2 < By AP ARG B Atk
) 340 T SO TR M A% 1 T A, ko i TR R AR
o 5 A e s T R AL B AT A BT 7T AL T
T A R 8 I Ay UL B8 AR 0 A AR A R ) 9 A
SRAS i A TR B 1) S R i, DT A5 380 (A VS P A D
PEY) BT B o TR o AR B RS B ] A
W 48 8 W A B Ta] 34 2 52 e A DU 25 AL 0 ofE i
PELT 18T A3 T R R R TV TS s e R R
FRIR A e, 75 200 3 min, B RO RR IO IR S, i
AR S AT SR AT, DA T SR h SRR K L VE R 4R
71N VIV T R 4 3 2SI, 25 RO A VE By HR R
R, DU A LA BT S UE R S L VE M AR B0 S BT, B
S50 2 2 AL 5 A G A D) B i e, R S0 4
SR o
3.2 INGE

ARV AE 1 W ] £ T Ak AR e M R A 25
SRS 5 FE 5, SN0 = 4 AR AR S B e Oy
AEATRE I AR R A3 RELBE S, RN

86. 05% I L B AFTEARA IR 22, BB 40 S 0 28 25 SR W

S 4 2 (R, R 5 Ak I EH A g A A —

PR T 1 S S B 7 6 TE 45 SR /s A B[] AN Tt 1) 51

552 MR AT A A [, T O T A VT A LK

T BT 8] K 3 A3 48 7 O A 8], &F X [ B A7 A6 /Y ) T,

P& PR N R I, TR KT

e

[1] Z4:4h . SEKARE B2 PVC AR 5 Al 2 e%al]].
i a4,2010(4) 17 - 18.

[2] % oo, ME LT PVC AR 9% 2 []]. LifaE,
2005(1):14 - 15.

[3] A E , 48 B, 54 % , % . HPMC 5k PVA B 5 AL
R GH[)]. e, 2020,51(12):12088 — 12093.

(4] & &, 8458, 0 82,5 . AR f R R F IR B & x
RN/ AL/ PE B AR 5 Afedy i m 4 R e st R[]
254 ,2019,17(3) : 376 — 378.

[5] %k #k,3K5 5 . o IR AR B 5 B R o 2 L
e [)]. EiEE,2022,43(13):107 - 109.

[6] YBB00262005 — 2015, B & 25 eL 4 AR 2 J2 2 T M5 B 4k 25 JA)
R[S

[7] #2424 &, 3008, BHERARLETENE R HE
AT, P EHE,2019,33(4):422 - 428.

[8] Mt At , A & ,3a4k. BHEBKAALEZTEMNERS
BaE[]]. #AAH3E,2019,47(6): 103 - 108.

[9] #2489, 0H4, 5. DRSS XM MG
PR E AL S RS S R EEA(T]. P EBF, 2021,
35(11):1225 - 1231.

[10] £ #,F#ER &5 . HRIBMRMEABIK R

Hom & e A e[ ], P E 25 k,2023,32(5) :80 - 83.

[11] CNAS - RL02:2023, 4% A7 3£ #L R [ S].

[12] CNAS - GL003:2018, &t /1 I AF 5 39 4 P o A2 2 ML 3R 4
s

[13] CNAS - GL002:2018, & /7 #&-iiE 25 R #9 4531+ 4L 22 F= 3k J) 3F
#ragdls].

[14] GB/T 28043 — 2019/ 1SO 13528:2015, 4] JA 5 & & 14] pb x4
BEATRE A IR R St ik [ S ).

[15] JIF 1343 - 2022, 4% /£ 4 R &9 & AL B 3 4 1 (A& 2 3
fE[S].

[16] % =, feL4] kEE. HBAALGRLHANIAERT &
Foa BRI, 2 &E0,2020,17(18):20 - 22.

[17] x @&, 2 m.H £, 5. 8882 EmANRTR
WM R BT B B A )]. THES
LKA E,2016,40(4):292 - 293.

(18] &% B . RNkl a2 R a2 L ek 2 [)].
B A 4 A ,2013,33(2) : 340 — 342,

(AR H 11 :2024 — 09 - 20; & 71 H 1. 2025 - 04 - 10)

73



