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Analysis of the Framework and Core Content of the Chinese Pharmacopoeia 2025 Edition “Guidelines for
Plastic Materials and Containers Used in Pharmaceutical Packaging”

Z1 Xiaowei, JIN Li, CHEN Chao'(Zhejiang Institute for Food and Drug Control, Zhejiang Key Laboratory of
Biopharmaceutical Contact Materials, Hangzhou 310052, China)

ABSTRACT: Parmaceutical packaging serves as a critical barrier to ensure drug quality and safety, with its standardization and
regulatory compliance directly impacting drug efficacy and patient safety. The Chinese Pharmacopoeia 2025 Edition has
comprehensively upgraded the quality standards for pharmaceutical packaging materials and containers. Among these, General
Chapter 9624 “Guidelines for Plastic Materials and Containers Used in Pharmaceutical Packaging”, stands as the core technical
regulation for plastic-based pharmaceutical packaging materials, providing the pharmaceutical industry and packaging
manufacturers with scientific and systematic quality control standards. This article systematically analyzed the framework and core
content of these guidelines, offering a reference for the production, application, and quality control of pharmaceutical packaging
materials.

KEYWORDS: Chinese Pharmacopoeia; pharmaceutical packaging; guideline; plastic materials and containers

2 LB A S DR 2 5 T o 5 2 4 1 o
B, AR AEAL S RS AR B A R e 24 i A AR
PEFE A 2% 4, hERBERAGOMIRESRDT T
B AR E AT AR . B R 2 b A A K% 245 i
FRESEAN R A b B, i 24 8 (LR i #K ChP)
2025 4Ehi 9624 “ 2 it A0 FHABBHATRL RIS g8 45
JEIU 7 (LAR AR 95 S B ) 75 [ 58 25 R0 64 AR AR
KHNERA L, WET R B2 e
R BRI SRR R, HAHEZRSE IR BE T A
JERA Ak 42 o 2] i it PP 1Y) 4 ok AR o o A B
AR X —REZRAR R R HAZ DN, X T IR
PN SRS T S U HAT R S

i 5 S A 2R AL R Sy FHYE L A E . R

fEEEMN: &S fH, B,
chenchao@gzjyj.org.cn

AR

- 3528 - Chin J Mod Appl Pharm, 2025 October, Vol.42, No.20

E-mail: zixiaowei718@163.com

S IARER | SCHEMERETR bR IR R L FRIRTIRE
PEA ARG 7 v 0 5 A R 24y, £ A
KWk, TR PIREIR, ACRGERME T 9624 15 5
@W%Em%§5@®W§,ﬁAﬁﬁTAﬁﬁ
BHE S HERETTE A . D BE 5 IR A U7 I A 4 R
ﬁ,ﬁﬁT%Wﬂﬁmﬂ%ﬁ%%mﬁsmﬁ%
W, JEXARSR AR MUEAT T RS, BN
FLEAT ML B AR T A AR A RS A1)
1 EREE

A4 5 JE U SE FH Y B EL AT 4 v P R R
PRERL T Bl WA 5 XU A F AR 25 A i B8, WA
e HIE T« Bk 24 i 0 YRR 2 b1 L
B (TR RG LA A= R s

BEEEBHE, B, m& TR E-mail:

R E AR FH 282 2025 4F 10 H 2 42 545 20 1Y)


https://doi.org/10.13748/j.cnki.issn1007-7693.20252243
https://doi.org/10.13748/j.cnki.issn1007-7693.20252243
https://doi.org/10.13748/j.cnki.issn1007-7693.20252243
mailto:zixiaowei718@163.com
mailto:chenchao@zjyj.org.cn

Hil7 o RS, AR5 25 5 B Al E 4 gt
SMASP SRR AT S IR T 7, XERE A
CENSER i NI B & ¥ AR i 2T o AR S
NEE, IR A 2R R D
25 i Y o B A T A R
2 MRISEGEREK
2.1 ISR R

8- B 28 7 UL 24 B 2 FH SROBL AT B
WSk . B 2 (polyethylene, PE)., R
(polypropylene, PP). X} 7% — W iR & — P fis
(polyethylene terephthalate, PET), H:%% & PEREF
i, T TR, BURAHRT AR, RN )
TR M A R TR R Rk R R
(polycarbonate, PC). IR B & #& (cyclic olefin
copolymer/cyclic olefin polymer, COC/COP), Pt
Jf (polyamide, PA), il B A 8L 5 1 HLAK M
AE . T AAPERESCRRER RO BH IR PERE W T
AU S EOR LG, ISR Ee G L e BH R K
1 F R R S A A RE: LB 2R S
S5R (SRR G, A R AR G
PGS G, TR E IR B R P RE
DRl PR 7 ARl IR DS N (1D = R W &3
AL CEMC BUR 245 7
2.1 HESTBUHBRME R A SR
IR E RGeS AL FR AR T BB S . TS
VA s A v RS T 70, A SRR R Oy 3
B, R W sk B (blow-fill-seal
BFS) & T HIMA B RS, kb, Wk
. RS MH B EN R B W . %, MRS
B AW A Gk . A e LM BE
H kK% B R 2 M (low-density polyethylene,
LDPE). PP JH AR MR, Horp PP KA 10
T A T TS 32 W BRI o % T 3 B SR A R 1Y
FRikZ g, SR A coc/coP, HEAT B
IR PR BRI DG R (Y BELRR 1 B
2.1.2 THHRGR RO RGeS TR GR 28
BH R 9t M 4l 4 248 UL LDPE 5§ PP fy = 27K},
B WS R, P T s T IR R Y SRR &R
4t. LDPE RLFEWMELF . 5 TR gz
FHTIME S 100 PP U] RHC A RO S B4 T g o 284
PE, W T RSN . SURSEAE,
2.1.3 SMHECERINBRIE 58 KRG LA b
MFCER BRI EGERE LA RIEE S NE

FP AN 227 2025 4F 10 H 45 42 3555 20 11

MR, BIE . BIEE L PP, PE & R E R,
MR OER . ALER . BRI R
G, HHMERHAZZLEE A, B
PP/R &I /AS /AL & 570/PP(EX PE), FIFHARTF A &
BH B B IR 25 B ¥ & . A AL AR . PE ok
PP N2 T R A7 I NS YA A PE AR M .
2.1.4  SMARARZ IR R G S SN
25 98 B &R B8 K 4 7F & 48 UL PET. PE
(LDPE {0l FH THRRZ ) . PP 452 =28 J5RHfI B
R, Bl4A PE/PPIREE, FHTFALZEEGH . RE
FAEHN A 7 A SR R 55 PET PHHAR
SRR L NI EE R 2R Ak 2 o I A7 4 1
Bz R PE A PP BRI T R A Ay e
AL ARG e

2.1.5  CUIRBARZ AR R g 4t DR
R IBR R G A R A8 UL PET, m% R
% (high-density polyethylene, HDPE), PP %54
FEFR, T e 0 sm . IRERE
AR R0 () ¥E B R 45 . HDPE F1 PP 2 A A
(ST Rt PN R T2 o S S S D - 2 1 B
WA, PET WA mad W] | o B2 R R 4P
BHPRPE, B0 FH T M RS U O IO S < RUsk
F AR

2.1.6 IRERZ BRI R g e 1R
24 FH ¥ ORI R 48 I 40 1 & 48 UL HDPE, PP,
PET % 0 R R, HTFRERF . KEELH
Tt R AR A 3R R 48 . HDPE #1 PP 2 32
AR, EATRERR UL R A p Bt RE . RS IR
JEMATE . RGBT LT PR A 1k L
I . M st A RS ORR B E S
) s E TR G, SR AR T
Ja 1 BRI IR A, T ASFER R4 E 7 X
(e, R AL mYne dnpis ek . By
JLEFF)R) Wit T £ %58, PET MBI TR
Pl CWEFR R, DA G X 2 S SR A R
2.1.7 HRERGHEZABERAE 1 RE A2 H
BAEMAS R TS AR 34T (PP, PE. PET. HE4H
. ERTA . 4CAF) Sihas . R e e
FMEATEHM, EE—8K<025mm, FLRE
48 FH 0 2 101 Al [ 4 il 350 A f e T X

2.1.8 RERZGHTE R ORERZ G R R
B T 10l 1% ) ot B A e Ay, AR v
i B I N < i LR | R i R

Chin J Mod Appl Pharm, 2025 October, Vol.42, No.20

- 3529 -



(R ¥y, PORCRLRE Fr R A A R A L&
PVO)., R = W A & &
(polychlorotrifluoroethylene, PCTFE) L) & % s —
S ¥ (polyvinylidene chloride, PVDC) %%, miE
IIESHEL
2.2 MR A

SR RIS R 2 B, PEAL S
PR AR ER . o R A B AT RO A X
G, MR A i A TR THE AN RS 5 e
DN Z—, 1855 SRR Y
TR AU ) B 4 S I A . TEADRLERE B, 4R
S I U B A e A P YEAS BL, 40 HDPE, PP 55
TERS XU AR AR R, X5 T AT BE 52 e 24 it R
AR RE (InKELe 5 e LR G ) BRI A o il
TR G LE P A 75 B EHTPA A B, e
APRRZERE , BRIRAT G TR 2 bRt
2.3 FRRG A NAMHENE

6 5 A PR 2 T R B v Ik,
JEHT T RGN TR 5 TR Y (extractables
and leachables, E&L) ffF5XHESR, 24 402 FH A Bt
IO7 R B . SRS Bk O o 24 A A
MR 2 R E AR ABTRL R PR 254, it
Bl IS 07 58, A PUINETE YR 1 X
W o S ISR A I SR P i 215 D0 D U (e ™ 4 19 %
8y, ZIBWLEE . ] PRI S R 3R B TR S
WM X KU IR, R R T SRR R
G, WO 2h i A RS B A P T RE S LAY LA
KARFT o X AELT XU 19 73 2 T SR ms , BEARIE
TVPAhR AT, GRS T AL EERIN S A
2.4 AR fEAE R

FET XA PR, NJEURE R e R 3] 7 ot Al
M e b o . 25 a0 f 2 IR BRI 4%
F18) 4 i Jo S XU A8 B2 B T TICH Q9 5t A )
At R A R, RO T i A
USRI AR, BRI RGBT B R 5 4
AR AR REYE
3 XBEMEEIEIRER
3.1 JEAPRHE
3.1 R/WLE  RAWE R AR
GARVER A, AR IEAT & R BREG B bR Y
W (N PE. PP, PET &%), "#&4=HIIRRY) . i
PEFNBR B SR8 0T, 2 R R Sk S8 W) Jo 7 24 il il A o
PRl REE B BT, TR WA M . T

- 3530 -

(polyvinyl chloride,

Chin J Mod Appl Pharm, 2025 October, Vol.42, No.20

RN REAG, 27 AR RO (AN Ak 770 5% 7 4
BT e R ECR B R B B ) o ) i D) S T
A1 S BT SR XU DR, SR R 5 (] 2
(United States Pharmacopeia, USP)(661). Kk 24
it (European Pharmacopoeia, EP) 3.1 %% 5% [# 5 i
O SE R A T AR A R O R
RGN RS EME, DA A2 v XURS: il 351 (g
W) MR L R EK
3.2 SSIGR BN (AR R A6
FAE) BRI TG A& A5 A ChP ., [E R A 25 53
H# KR #r # 4 (The International Council for
Harmonisation of Technical Requirements for
Pharmaceuticals for Human Use, ICH) Q3D JCZ 4%
Jo B EE N 56 [ it 24 it B A5 3Ry (Food and Drug
Administration, FDA) 21 CFR 174-186 ) [#] & Jit
TR o S R A S R Al e sE L A g | s
FEEPEZR BT (AN BEIR R 28 50 480 40 i 7= 1)) 80T
RO (ANGR . BRAE), EAERZW ) g et R
R . ) U] 5 o A ER P E — 2ok . RSk
FE5 A\ FDA. R & & % 4> ) (European Food
Safety Authority, EFSA) IF [fi 7 5.1 S fp U523 3¢
P L 7 B RO SRR (A H R R R R
(permissible daily exposure, PDE) i1 #1 ICH M7
AL BEPEIEAL 129, (R B 2R UL R B B f1E 4 1 o B
EEFNAF G B, B ORI ] R T i A O
T
3.1.3 HUAERE  BRER TS E TR AW A
PhaA: P T 205 AR B SR (n PET MR Y &
. PVC MEH A LIRSS, 5k B ARG M
ik e e (N O FEESW pH 224k, I B AR
B TE AnE O T 2RB0RY)), @
HS-GC. GC-MS % R 07k ks A I (S M
4208, 4210),
314 TR JTELAETAZFORIE, A
R R AR IR E AT RET A
Hb, TEfEAF AR, AR P R TR e Bt ]
REAR AT M I A2y ahrh o X S 3 IS e e
BOIAMITEZTT G . paF), HIPGFHAR
3538 0] 0862 A1 ICH Q3D Ji H: 36 1 1= i 5 4
B GEN 4214), XLETTRATHEA R FIA
B AR (NERECE . AR EETE), HE S
B MRS, R KR e my o 428 I U 5
PEAREAR ) S IAPEREAL , ZOR AR ™ (35 1k
rhEPLARN R 245 2025 45 10 A 45 42 558 20 M




i ok}, IEx e RGERT A AF Ofias . I
AR AT INAEAL o X TFHREEAF S USP(66 )51
YA REY AT H i R T R e (GBS (K T PDE
30%), {HFF PN 4% BT i PR
3.5 WFIBRE 25 ny Bk B N R AR TE R
EATIN 1 = 1 DA SRS I A ) a2 [ Wkt o 0 i o 2
PR T LA RO GRS bR R A VIR R L&
Yo AR OR . WARE) I EA R 5L 21
GIESSA cE 7 B RO INE ;4 A (e 3 &3
B, SR EE R, SRR ICH Q3C 4328
BRACT . SRR CRAE) FRAMERT; 28l (
7. TR BRHIE PDE LI F; =RIEH (LR
s . PN ER) 5% BR B R TF <0.5%(C i PDE<X0.5%).
HAAMEEFER . IS MERIERE (ncmk e
fig . PIER) i HS/GC K, &4 2 AN A imi
AIRERCHERIR, REBCANBERA N T (N
LTRGBS AE 5T), SR SR <5.0 mg'm
RIS FNATIRL P,
3.2 AT
3.2.1 BFS BFS ARG — A fbif sk ok
BOBDIMAAET . RO R | 2 SR R R B O
B A s b A BAR, BT ESH . AR
A LOEIRA L R R e R HED, e
WEERRI A AR Y | R H®mE 3 R TP HRER
g, LRI T e, Bk
T 255 TE R R ACE o ZH AR R DI RAE
TR H S 20 o A = i . 7E BFS — &4k
Tew A= T v, SRDRLRE 0 Rl e B R
PESFE I AR 2 ZHUN S5 WA B IR | IR AT 5
LR TR BEDC AL, DUk 2R A W A AL R A
ARSI R, RS RRa RN e A
322 HEAGMETZ BEME T 224 Mm%
TR SR AR, 38 R AS [ e A A RE (v
BT gk T TRE S TENES . It
BEGETZ, ¥ 2 B 223 i
W . PET. $37A. PE %) 456 — AR T
SRR AR B R R 2y g . AL K
ST ZIBA R SR, T DR A2 A LM e R0
FE .
3.3 DrhgMEick

25 iR RGN T RE M B R R L
O, HEXRAGMEASIHNN RS, £t
FIARES, F5 5 JEN] . USP(661), USP(671)LL J%

FP AN 227 2025 4F 10 H 45 42 3555 20 11

EP 3.2 %7 0 I 2 Mk A &R o bk iR 13193032
ISR IR RS AEAE , IR 2 T 24 5 1 0 AU R
. BRI S s s A,
DB PEAG Jo o 1 B TR E . — B A I 2y
i A U ITE R A A RN, IR AR AR
Uite, BiERAMAMEERER (k. AR KEE
) BAUEAN T F B2 R A ETE g, A
I, XTRHRAPERE . H B ERMALMPERER %28, )
BT LR DI REVE RN B 3 K S0fE

331 BHFRMERE BHFRMERERZHMEE, JLHE
RS A MM I E RN YIREZ —, BAEM
g K ZE R . AR AR E R L
FEERP AR 245 S A2 F PR A e % . USP
(661)F1 EP 3.2 331 5% 4, %< 44 K} 19 BHL 325 1 A B 5
o, HIER )5 ChP 3@ WA B b 78 FERTIE
332 WEME BB S b R g R R
TIREATCTR B B A ARAS HT 20, HEAR &
SEj . b, MREEMAEYE Y, ER
JUEE, BN S 2 R A
Ca = L R NP oS T i v O 5 e 71 K 1)
B R AFAE KA B % BB G . ChP Y gk T ik
P (B ) Mg @B Sk, fREE AT
ML A% A, E SR TUEIAEE R A
SR W ; YL BB R N2 A
AT, N R WA GRS BA
AR, S TGS S . USP(1207) & 51154 38
M e e B A o R R e &, Rt T
22 PR R T3 1 AR SR K VR A LA
VERARYE . ShBBEEUE: AN EEH . it
Brh gk, . BN SIERN T, TEE
Xif 2 Ak i REEB G . L, shAS I AR
B EL SR o 3 5% ASTM D3078(3K 3%,
WA IR bR iAW, FER LS iR Sh
ERRIE RIS, R DI e 2 . X Fh S
TEJ7 200 F R 4% . TSI h &
B X TRIRRI AR, R R IR A,
MR AE T, SREZ IR RS 5 hE
BB IE NPT Y R K o BRPIIR % B4, &
IR 2 Uk il S 0% B R RE M, Bl il
BT H TR B, IR A B
VAT DL AR Pk b

333 HLbktERE  HLMEREFR AR LR L B

Chin J Mod Appl Pharm, 2025 October, Vol.42, No.20

- 3531 -



By . SEAE AV S AR RENE R Z AN, PR
A SERE , B 1k DR 45 5 3524 5 2k sl i B
AU B AT 1 BRI R . A
SHRPIRAFIE AR, 27 ChP il 4025(Huig
EWE), EORAEMMN—EmE (1.2 m, LR
1o B R AN TR 5 ) AR AR S GE R IR
T S CFI  E T ) [ HR Ik S A8 BT T
(I R E A BN EER (n 3 k) f5, o
Teils, IR ORI

3.4 XU LAY ZE fp s

E&L 0= 2 i iR TN A% O
AT, UL X IRURS 00 i SR AR
A A ) . R AETE S IR K USP(1664) % 51 bk
HEN, B&L F 57 201 35 T RIS 4390 3 s i e 22 2% A4
RO PR ER SR . $RERAR A TR AR s P B (4n
L TR/ . R ARV, DO R g e
AR B, TR VAL E, R
LC-MS/MS. GC-MS 45 &y & f & AR %85 R M
Y. AU T B s AR A A (s
T PR AR EAERIER R, JREN
FH22 U PEAR (toxicological risk assessment, TRA)
e 2 A PR BE (R 2 b 2 W R B <
1.5 pg-d ™). &= YIS NG AR B0 2 AR
AT AT, W SEPRIT R 2 258 TP ) I
T ST A PR MY Ansh 2 — B AL 2S) FCHL
TCRARE,

A AR E PE B 5 (RRETEE 55), it
HAERAA BN NI RerE 5 2 et i, 8%
JEU 2 ICH QTA(R2) 23R 2R I in e =& AL i 56 (an
(40+2)°C/(75+5)% RH, 61 H ) B 480K 1 % 77 4%
P, FARE R, A8 T P REAR A (AnALA 5
FEREUR . BHRRPERE TR . TR naE), Hik%
KOS MRl A BRENE, BRI EAE S
WL A TEomA BT R G, ZAM
e W) 22 () ) B RIS R S AR
UE, S SEPRE S [ U (2542)°C . (60+5)% RH]
1 BHRABETEXK

Tab.1 Special requirements for dpecial dosage forms

MG 36 A B RIIEE, Bk in R R Y
PEEPE, JF SRR RUOIE R MY DRk R4 i
I, BEXPRRIRGT LA (UnZ SR R ARG .
£9), WHEHEZUOTR BRI By
PEBE L 2 Rl B A2 P GE I 4206).
4 FERINEEVEN
4.1 FEIRFITE TEOR

15 JEOUAR P AN [ 500 B B0 25 2 3 A . (TS
P RAE R, S e B il 1 O o A
PRI, TH WL 1o X TSR S e XU
M, BRI W, AT PR e
P, of CEEE T (R Bl A s e R e ) |
RIS RN CRNEEROR” S AR Ar g, ™
B3 A 15 e FIARORE A AP X TG R SR, )
L e, SR 2 24 ) v O - R R R,
RS o T WUR 7/ R DO A R DS i
WA EEE” FETZIEOR, BT RS
150 XEFANHECE R U & BT ), HE
i F A AR TR By A Al M e B (B SR )
BLR PERE (B i), IEXT S M AR
T TR AR ARREOR, BN
Gob AN o X T AR AR, RO R B A
BAARONN 2 BN R OUHORR L) 2,
P “ P smBs” F1“ B rEae” (-5 e
) EE P2, [N BHEE R AR R
BIT A7 UMM, DT R B 2877 i Y
BHFAVERE, AT ATHEPEPEAG . %45 T 50 i
XA AL . ERARME, W T N2 )Z
HFRA PR R, ORISR O, ARl
FIBIHERRERF BT a5 S Y PR, T4 B
0] RS
4.2 APHEARSEIRS R

5 5 RO AR BIHTHOR 5 R IR 5 1y T s R 1
Z IR AL RO R XA 45 20K . BFS 80K
VR JCR R A = B Se gt T2, ] ok BREE D 2b
N MRG0, A R0 il A ) FARORE 75 G

FuE I H

FHRESR

TEATHR R SR . ARG
T HRE T AU AR bR R
SMHI] G LRSI G EE)
i) EIREE . BRI RECT R ER)

D5 SIS AT R B B PR S

Z LAl 2 Al B B

FRRE AR TR SERREE

0 B A BT B T 2% BEL A 1 S i

- 3532 - Chin J Mod Appl Pharm, 2025 October, Vol.42, No.20

R E AR FH 282 2025 4F 10 H 2 42 545 20 1Y)



Ty P . 2 4 1 v 6 B B iR T (LB % A
). R ReRE (AR I A5 0 R L e B
B DS B AR S UE AL N BB W), DA SRR R A
AR R (0 SRR RE . RALER %), H
XL AR DA 3 R G 0 AR 2R i VR (B
SVEREYE . BOARE . B ARl )/
Biarsr, DR vk, 7E XSS -,
SR AR 0 R R BT (U0 S L G R
PE) el T, I E MK RS (NMEEE
RTRAS) B s AT B M RE (o3 ks 2 B ) ATE
#r, FE AL A R B B R A R R R
5 WMGERTE
5.1 HEAL BRI

i I DU X 25 ot 0.2 FH R0 R L N 25 25 1 2L
TP RERE I EE ST T R Gefk . 56T KUBS Y 4 il O
W o HAZOTE TARIEA A B R e . A= T4
KT A% 2 i B R R XU, , - St 22 5 Ak HL LT X
PERREIN , SCHEEEIEPEREH L3 2. Qg S5
FE7 Xk v U 0] (A5 390 L T HR ), wh it
JEAS AT S GEU) 4204),  DAITARL AT 4 ER
YIxE 2 i VRS AR s X RT R B i 2y
il AT RE, K 8 ) 0862 F1 4214 1AL TR
e, EHI A FTRAEAS T ZW
PR, TRFER R GELIU) 4207) S M Y G B W

&2 r@EEMMKETE
Tab.2 Key physicochemical properties

iseeu=| [LOWRPR & IR 712

vl 4002, 4012, 0661 FTAT EAEHMIZY 5 0 SR B L
JCHEAT 0862, 4214 TESFF I HR AR A5 e XU 5
VIR ER w4207 HEW, BAEESENT L
FHEAMERE 38014007, 4010 JITA B A SRR
HUBRPERE 30114004, 4005, 4008 E AL, (AW A4

®3 RETHWEEREZR

Tab.3 Main differences in quality control items

Fehn, TUERIRISEE AR 5 i B B e G )
4007, 4010) 475 £ B 42 5¢ R I 2 fh i feue v
T AR 24 K R AL SRR R o B
Rl 7 %8 o X ERTIAR RAAB TN “IE L )
“OREEAL” MR, BRIR TR RS 25 S AR
P, N2 e R PR T RS
5.2 EWEEIHSY

A= 2E VT SR DR 24 A R b e 22 M T
DI, HESRC 5 ERRERIEZEN . 53R
VO PR R, BT A LA R A o 24 ) R A
BHEBLHEAT RGN AE 21T A, RO 2K
I1SO 10993 R I FRfE (B 97 a5 08 19 A= ) 22 ) i
ATCT PEH R U b Ak A b2 8 43 R fik 1 S
(Q/EE LD TN & S W - g vive e DAL - O W
HU, LRI 2/ RE M a1k . b Ao
WORLS, XUEM B Y R AR IR K . X
T USRI AR i 700 WAL IR R R
AL, $8F RN R AT T AT HIR AR
fb2ERAE S E&L WY, W 4R EUIAI 9T S AE i 45
PET Cntsesm sl . i) SRR E T, U
JrA T REES IR AL S, IR H “AksEdR A
TS R BIE ST DR TR LS A 2 g R M 5
ZAFT, RIS R AT AL B 2 i b i W s R H A
o XA B GE 1 TRA KA e 4k
R, B OR RIS R th A S X R R AR
AR RPN A A 2T e R R A i JE )
L, AT AL BE B T2 A AR B R AT e fi
oAty M DA
53 FiEWHNFEER

HEZR MR (RIFR YBB Arif) HhAHSC
B AH L, 15 B 5 R R
W3k 3.

2 B FYBBARUERI H Z TYBBIMERIT H
TS / DSC
IR IECLEAELR Y DSC. FHRaMERE. B3, ALk, TR
SRR Bl TR
SR / REM BT L ZfE . SR HIE
1 Al A / R : LR, MO R
I R ] < / /
HAR LS HEERE . ASMBTETE MR /

T Fr E50(PVDCHIE RN, Wiy, W

/

FP AN 227 2025 4F 10 H 45 42 3555 20 11

Chin J Mod Appl Pharm, 2025 October, Vol.42, No.20 - 3533 -



6 ZFERERZE

ChP 2025 “ 24 i i1 %¢ FH SR B 75 2 48 =
JU) > 2 v ) 2 A 2 AR Y A R R,
RAT it A2 [ 24 S AL R A v A R R v A E A L
TR, XFORBE L T2 4 R IR Tk R
A RIS RRE A R Y A
SEHMEARIAE 34 B, RGN
MR R npF kbR . HEREML . TIRBRIESE) $2
FET R TR, WO RS2
fi (R AH 25 P L BHL RS 1 0 2 4 R A 1 B S 2 K
s HIR, FRFENRA T RS SRS, K
Aok 3 F B i IR T i 3T (quality by design, QbD)
Ju) gt vy 4 A i W B A BRAR AR, DA JELRA AL O
i | U2 Y Rl BN (5,811 78 3 S 2 11 O WA 53]
i PR 2 ) e B0 o KUK s B, bR e
2 i B 2 I OCER T VPR R T RO E L HESh AT
N2 565 R A7 TR o) AR K By TR LA AR

K ) 2 b LB P S B R BR T s A
RERTIN, T2 R s D SR R SR R 7 5 Ak 3L 1)
B A R ke R RS M Al T SR
P2 B 200, R e AT RGN
ZACTEM 2R, HESAT L I & AR sE . TR
AT R . T B K MR R A, LR
AN FE AR A& T 25 T B 2 e gk s, A
an AR AT P PR SR . FR R RN AR T
USP. EP %5 EPrbrifEm) A s, ARG —2
HeShbRvE HANFE AR M, 76 ICH WAEZR T, 24
b AL B AE 0 FE PR EME TR 28 R IT, XA B
T FE PR 5 R RE 2 [ 2543847k
N AR S 5 E bR e, b A R R R
SCER R AL N E PRI, PRI SRR HER R
T TERL

REFERENCES

(11 EPHE &%, 5%, % WEERGEMRERR IR
Ja7R[T]. EEZG4R, 2023, 42(8): 1123-1129.

WANG D D, JIN H, CAIR, et al. Evolution and enlightenment
of the Chinese national standards system for pharmaceutical
packaging materials[J]. Her Med, 2023, 42(8): 1123-1129.

[2] BRI, FESEE, ARoAE, A5 vh 2 8 2020 47 AR IO FR 2 FAS
REAN 245 4 b8 s o A R MR D). v 24 Ao, 2020, 21(4):
307-312.

CHEN L, KANG X B, SONG Z H, et al. Standard system of
the pharmaceutical excipients and packaging materials in the
Chinese pharmacopoeia 2020[J]. Drug Stand China, 2020,

- 3534 - Chin J Mod Appl Pharm, 2025 October, Vol.42, No.20

[3]

[4]

[

[6]

[7

(8]

9]

[10]

(1]

[12]

[13]

[14]

[15]

[16]

[17]

21(4): 307-312.
FhZEs, Eamtsas, Bhak, 5. 2025 4ERR (R RILMEZY
M) 25 SR AR BT RIS 25 18 S R R 120, B2
1R, 2025, 44(7): 1049-1054.

LUWY, LYU Y G G, YAO L, et al. Interpretation of the
guideline for plastic materials and containers for
pharmaceutical packaging in the 2025 edition of the
pharmacopoeia of the people’s republic of China[J]. Her Med,
2025, 44(7): 1049-1054.

d, VRIS, XIRIHG, 45, 2023—2024 4 H IR Tl ik R
(ID): TSR RD TREEDRI]. 28K Tl 2025, 53(4): 1-
13, 96.

MENG K, XU J L, LIU C Y, et al. Progress of the world’s
plastics industry in 20232024( Il): Engineering plastics and
special engineering plastics[J]. China Plast Ind, 2025, 53(4): 1-
13, 96.

VRVLZE, Fl, JHBERR, 5. 2023—2024 AFHHE IR Tl ik
(): 30 FHYBARI]. 388 Tk, 2025, 53(3): 10-24.

XU J L, MENG K, TANG M Z, et al. Progress of the world’s
plastics industry in 2023-2024(I): General purposed plastics[J].
China Plast Ind, 2025, 53(3): 10-24.

VRIL, DRTE, AT, 45 2025 AR 25 B2 (0 bl TSR 4
AT P2 AR, 2025, 26(4): 349-354.

XU K, CHEN L, YU H, et al. Analysis of guideline for general
requirements for pharmaceutical packaging materials and
containers in the Chinese Pharmacopoeia 2025 Edition[J].
Drug Stand China, 2025, 26(4): 349-354.

AR, PVEE, 25348, 5. PVC/PVDC [EAZ A A1 A 5
B I T AR A AR [T]. a2y, 2020, 42(7): 1878-1880.
XIS, Fh2x . Bl (5 SR Y 2 A PR (0], TP
£02 Tk, 2013(8): 8, 12.

. 2 BB AR A X 24 i BT S R R 5T S PEA
[J]. S E KM, 2025(12): 230-232.

Aamse, FEI, BEFE, 45, T 5224 S Alsnng MR 0 B iR AL
FE[I]. BN FH 22, 2024, 41(23): 3408-3414.

ZHU J L, ZHUANG S S, LU S, et al. Quality research on eye
drops for national drug sampling inspection[J]. Chin J Mod
Appl Pharm, 2024, 41(23): 3408-3414.

ZEICHR, 5K, XUFTHT, 5. SRR 2 s A B Ik
WIFEHAR L GARATI]. P25, 2024, 43(11): 1750-1753.
LIW L, ZHANG J, LIU L L, et al. Technical points analysis of
self-stability study on plastic and rubber pharmaceutical
packaging[J]. Her Med, 2024, 43(11): 1750-1753.

ICH. ICH Q9(R1): Quality Risk Management[S]. Geneva:
ICH, 2023.

USP. USP(661):

Materials of Construction[S].

Plastic Packaging Systems and Their
Rockville: United States
Pharmacopeia, 2023.

USP. USP(661.1): Polyethylene Materials of Construction[S].
Rockville: United States Pharmacopeia, 2023.

USP. USP(661.2): Polypropylene Materials of Construction[S].
Rockville: United States Pharmacopeia, 2023.

EP. EP 3.1: Materials Used for the Manufacture of
Containers(Polyethylene)[S]. Strasbourg: European
Pharmacopoeia, 2022.

ICH. ICH Q3D(R2): Guideline for Elemental Impurities[S].

R E AR FH 282 2025 4F 10 H 2 42 545 20 1Y)



[18]

[19]

(20]

(21]

[22]

(23]

[24]

[25]

[26]

(27]

(28]

[29]

[30]

[31]

[32]

[33]

[34]

Geneva: ICH, 2022.

FDA. 21 CFR Parts 174-186: Indirect Food Additives:
Adjuvants, Production Aids, and Sanitizers[S]. Silver Spring:
FDA, 2023.

FDA. 21 CFR Part 170-190. Food Additives, Indirect Food
Additives: Food Contact Substances[S]. Silver Spring: FDA,
2023.

FDA. Guidance for Industry: Preparation of Premarket
Submissions for Food Contact
Recommendations[G]. Silver Spring: FDA, 2007.

FDA. Guidance for Industry: Use of Recycled Plastics in Food
Packaging(Chemistry Considerations)[G]. Silver Spring: FDA,
2006.

FDA. Inventory of Effective Food Contact Substance(FCS)
Notifications[EB/OL]. Silver Spring: FDA, 2023.

European Commission.

Substances: Chemistry

Commission Regulation(EU) No
10/2011 of 14 January 2011 on plastic materials and articles
intended to come into contact with food[S]. Brussels: European
Union, 2011.

EFSA. Scientific opinion on the criteria to be used for safety
evaluation of a mechanical recycling process to produce
recycled PET intended for food contact applications[J]. EFSA
Journal, 2011, 9(7): 2184.

EFSA. Guidance on the data required for the risk assessment of
substance migration from food contact materials[J]. EFSA
Journal, 2021, 19(11): 6889.

ICH. ICH M7(R2): Assessment and Control of DNA
Reactive(Mutagenic) Impurities in Pharmaceuticals to Limit
Potential Carcinogenic Risk[S]. Geneva: ICH, 2022.

ICH. ICH Q3C(RS):
Solvents[S]. Geneva: ICH, 2023.

e B 2 A E DFE . IR 2SR hRiE M. bt
ERZRHE L, 2015.

/B, BEERE, AR, S ORI 25T LAY MR A
PR B A (D). 25540, 2025, 44(7): 1079-1082.

HAN X X, JIA F F, YANG M Y, et al. Current regulatory
status and development prospects of the blow-fill-seal(BFS)

Impurities: Guideline for Residual

technology in the pharmaceutical industry[J]. Her Med, 2025,
44(7): 1079-1082.

EP. EP 3.2: Containers Made of Thermoplastic Materials[S].
Strasbourg: European Pharmacopoeia, 2022.

EP. EP 3.2.2.1: Plastic Containers and Closures for Parenteral
Preparations[S]. Strasbourg: European Pharmacopoeia, 2022.
USP.  USP(671): Testing[S].
Rockville: United States Pharmacopeia, 2023.

T, TSR, XIF . EG R K 2B I A E T R R B
RIRELT). RHZ 2, 2023, 35(4): 58-63.

FENG J, ZHANG W H, LIU Y. Current status and prospect of

standards for the determination of water vapor transmission

Containers—Performance

rate of pharmaceutical packaging materials[J]. Tianjin Pharm,
2023, 35(4): 58-63.

I3, IR, AHME, 45 M AT 1 B S T bR
IR BT, rp E 2 bR, 2022, 23(1): 1-4.

ZHOU Y J, JIANG J, ZHU Y, et al. Current status and
prospect of standards for the determination of gas permeance of

pharmaceutical packaging materials[J]. Drug Stand China,

FP AN 227 2025 4F 10 H 45 42 3555 20 11

[35]

[36]

B37]

[38]

[39]

[40]

[41]

[42]

[43]

[44]

[45]

[46]

2022, 23(1): 1-4.

E s s, BE4EdR, BREE. 2025 4 AR P AR RIERIE 2
B FUIRE A2 SRR R G0 S 2R e ) R T 0]
[BE25 541, 2025, 44(7): 1045-1049.

LYUY G G, LU W Y, CHEN L. Analysis of quality control
points of oral liquid pharmaceutical plastic bottle system and
components in the 2025 Edition of the Pharmacopoeia of the
People’s Republic of China[J]. Her Med, 2025, 44(7): 1045-
1049.

Vs, VPR, BigEG. 2025 4ERR (A AR IEFIE 2540 )
SNTECE RN 58 R G SRR R L] B2 %
1, 2025, 44(7): 1073-1078.

TANG Y, XU Z X, LU W Y. Interpretation of the standards for
plastic composite tube system and components for external
ointment in the pharmacopoeia of the People’s Republic of
China(2025 Edition)[J]. Her Med, 2025, 44(7): 1073-1078.
WK, WREST, X, 4. 2025 AR PR RILFIE 2y
) i MR R P S8R 2R O K 2 bR AR B D). R 24 4,
2025, 44(7): 1040-1044.

SHEN Y, BO X W, LIU X T, et al. Interpretation of the
standard for plastic bottle systems and components for eye
drops in the 2025 Edition of the Pharmacopoeia of the People’s
Republic of China[J]. Her Med, 2025, 44(7): 1040-1044.
EHE, XN . MDA BT 25 1 TR 0 A AR A BT
JR[J). KHZh2#, 2023, 35(1): 66-71.

USP. USP(1207):
Products[S]. Rockville: United States Pharmacopeia, 2023.
USP. USP(1207.1): Product
Methods[S].
Pharmacopeia, 2023.

USP. USP(1207.2): Product
Probabilistic ~ Methods[S].
Pharmacopeia, 2023.

USP. USP(1207.3): Package Seal Quality Test Methods for
Packages[S]. Rockville: United States
Pharmacopeia, 2023.

ASTM. ASTM D3078: Standard Test Method for
Determination of Leaks in Flexible Packaging by Bubble
Emission[S]. West Conshohocken: ASTM International, 2022.
WL, TEICSE, BEL 8, 4. 2025 4F M e AN R LA E 25
) 25 RIS A IR AR OGN AR AT (0], BE 25 540, 2025,
44(7): 1061-1065.

CHANG L, WANG Y L, XIONG M J, et al. Analysis of the

content related to the medicinal composite films and bags in the

Package Integrity Evaluation—Sterile

Package
Rockville:

Integrity
United

Testing:
Deterministic States
Package Integrity
Rockville:  United

Testing:
States

Porous Barrier

2025 Edition of the Pharmacopoeia of the People’s Republic of
China[J]. Her Med, 2025, 44(7): 1061-1065.

TR, ARHl, Xk, 5. 2025 4EAR (AR AN RILAIE 25 )
1 R 5T 245 R RSE X B o 4 ) 20 R K i 0], R 2
4, 2025, 44(7): 1065-1069.

YU X H, XIONG W, LIU B, et al. Key quality control items
and testing points of sheet for oral solid preparation in the 2025
Edition of the Pharmacopoeia of the People’s Republic of
China[J]. Her Med, 2025, 44(7): 1065-1069.

USP. USP(1664): Assessment of Drug Product Leachables
with Packaging/Delivery
Systems[S]. Rockville: United States Pharmacopeia, 2023.

Associated Pharmaceutical

Chin J Mod Appl Pharm, 2025 October, Vol.42, No.20

- 3535 -



[47]

(48]

[49]

[50]

[51]

[52]

[53]

[54]

[55]

[56]

- 3536 -

JARERR, T, B8, 55 BT M 22 ah i e R 5
R ETI]. TP E B2 51, 2025, 27(3): 301-307.
ZHOU Y X, DING H, WANG M, et al. Analysis of stability
studies and expiration date management of chemical medicines
under current regulations[J]. Chin J Med Guide, 2025, 27(3):
301-307.
FIEW], RAR, MR, BT ICH 45 5 J5 00 i 25 SR T 2 7%
JFOARAS BES AL [T]. 252430, 2025, 49(2): 91-99.
WANG S M, SONG Y, CHEN L. Risk management and
assessment of elemental impurities for pharmaceutical
excipients based on ICH guidelines[J]. Prog Pharm Sci, 2025,
49(2): 91-99.
T2, K055, B 2025 45 ( ihAe A RLRIE 2500 ) 25
i 2 4 JE AT RN B R ) 5 0 FH 20 #r [J/OL]. 22y
S iz, 2025: 1-13.(2025-07-22). https://kns.cnki.net/ KCMS/
detail/detail.aspx?filename=YYDB2025072200M &dbname=
CJFD&dbcode=CJFQ.
XUGER, THET, FhBEER, 5. 25 WA e AR A PR BE R ().
oM, 2022, 42(11): 1877-1883.
LIU C H, SHI Y P, SUN X X, et al. Progress in biological
evaluation for pharmaceutical packaging[J]. Chin J Pharm
Anal, 2022, 42(11): 1877-1883.
L BT, SO, S5 B WA R Sk A B R AG A vk
TRV 2 P A A TR S R A AT SRR []. P R T
b 24k, 2024, 55(11): 1578-1582.
YANG M, ZENG T, HUANG C C, et al. Analysis and
discussion on the results of acute systemic toxicity test and
cytotoxicity test for
materials[J]. Chin J Pharm, 2024, 55(11): 1578-1582.
SKICAE, I, 1, A5 AR T Th AR AR R
R IR Y 22 AR IPAG D], Th E 2527 2%k, 2023, 58(6):
533-536.
ZHANG W H, JI L N, FENG ], et al. Assessing safety of
phthalate in the compatibility study between pharmaceutical
packing materials and drugs[J]. Chin Pharm J, 2023, 58(6):
533-536.
WRTE, ATHE, 2, S, 2025 AR D 24 M 25 G bh Brof i 2R MR
R[] P E 2 AR TE, 2025, 26(1): 67-76.
CHEN L, YU H, WANG Y, et al. The introduction on
standards system of the pharmaceutical packaging materials in
the Chinese Pharmacopoeia 2025 Edition[J]. Drug Stand
China, 2025, 26(1): 67-76.
JEIEAY, 1542, B2, BOE3T 25 s B Fa i DR B e A
XPHRB I (T]. h EBUCR 2527, 2025, 42(7): 1188-1194.
ZHOU Y J, XU J, YANG M C. Investigation and analysis of

the current situation of pharmaceutical packaging material and

infusion pharmaceutical packaging

regulatory countermeasures under the new situation[J]. Chin J
Mod Appl Pharm, 2025, 42(7): 1188-1194.

AR, A3 MG, 55, 290 A Bt IF e R 0],
[ EE25 Tl 24, 2023, 54(3): 339-346.

LIN H J, TIAN S Q, MEI L, et al. Research progress of
pharmaceutical packaging materials[J]. Chin J Pharm, 2023,
54(3): 339-346.

FEFIR, ZE95, ShHEAR, AF. T 25 St B RDRHY 7 HH BUIR K

Chin J Mod Appl Pharm, 2025 October, Vol.42, No.20

[57]

[58]

[59]

[60]

[e1]

[62]

[63]

[64]

[65]

[66]

[67]

[68]

[69]

KREDT R[], BR 2 T4, 2024, 43(5): 722-726.

KANG K X, LI S, HAN X D, et al. Current application
situation and development
packaging materials in China[J]. Her Med, 2024, 43(5): 722-
726.

ISO. ISO 10993-1: 2018. Biological evaluation of medical
devices—Part  1:

direction of pharmaceutical

Evaluation and testing within a risk
management process[S]. Geneva: ISO, 2018.

ISO. ISO 10993-3: 2014. Biological evaluation of medical
devices—Part 3: Tests for genotoxicity, carcinogenicity and
reproductive toxicity[S]. Geneva: ISO, 2014.

ISO. ISO 10993-5: 2009. Biological evaluation of medical
devices—Part 5: Tests for in vitro cytotoxicity[S]. Geneva:
IS0, 2009.

ISO. ISO 10993-6: 2016. Biological evaluation of medical
devices—Part 6: Tests for local effects after implantation[S].
Geneva: ISO, 2016.

ISO. ISO 10993-10: 2021. Biological evaluation of medical
devices—Part 10: Tests for skin sensitization[S]. Geneva: ISO,
2021.

ISO. ISO 10993-11: 2017. Biological evaluation of medical
devices—Part 11: Tests for systemic toxicity[S]. Geneva: ISO,
2017.

ISO. ISO 10993-12: 2021. Biological evaluation of medical
devices—Part  12:
materials[S]. Geneva: I1SO, 2021.

ISO. ISO 10993-18: 2020. Biological evaluation of medical
devices—Part 18: Chemical characterization of medical device
materials[S]. Geneva: ISO, 2020.

ISO. ISO 10993-23: 2021. Biological evaluation of medical
devices—Part 23: Tests for irritation[S]. Geneva: ISO, 2021.
ISO. ISO/TS 10993-19: 2020. Biological evaluation of medical
devices—Part

Sample preparation and reference

19:  Physico-chemical, morphological and
topographical characterization of materials[S]. Geneva: ISO,
2020.

ISO. ISO/TS 10993-20: 2021. Biological evaluation of medical
devices—Part  20: Principles = and  methods  for
immunotoxicology testing of medical devices[S]. Geneva: ISO,
2021.

TR, iaaeF, w4, 55 1SO MR 25 b b Ak 2R HEL
Rt 3% B A o 1A R A 1Y U s 0], S 25 94, 2023, 42(7):
1020-1025.

YU X H, SHIY P, GAO Y H, et al. Overview of ISO standard
system for pharmaceutical packaging materials and
implications for building China’s standard system[J]. Her Med,
2023, 42(7): 1020-1025.

KT, AU, Tk, . (PR NRIEFIEZG ) 25EpR
R ZAE BB 5404 (0], B 265 541, 2022, 41(10): 1412-
1416.

ZHANG B, XU Z Z, SHEN Y, et al. Investigation and analysis
on the proposed new standard system under construction for
pharmaceutical packaging materials in Chinese
Pharmacopoeia[J]. Her Med, 2022, 41(10): 1412-1416.

ok H#: 2025-08-25

(BR3CTi%: H8E)

R E AR FH 282 2025 4F 10 H 2 42 545 20 1Y)


https://kns.cnki.net/KCMS/detail/detail.aspx?filename=YYDB2025072200M&dbname=CJFD&dbcode=CJFQ
https://kns.cnki.net/KCMS/detail/detail.aspx?filename=YYDB2025072200M&dbname=CJFD&dbcode=CJFQ
https://kns.cnki.net/KCMS/detail/detail.aspx?filename=YYDB2025072200M&dbname=CJFD&dbcode=CJFQ

	1 适用范围
	2 材料与组件基本要求
	2.1 常用塑料材料
	2.1.1 注射液用塑料包装系统及组件
	2.1.2 滴眼剂用塑料瓶系统及组件
	2.1.3 外用软膏剂用塑料复合管系统及组件
	2.1.4 外用液体药用塑料瓶系统及组件
	2.1.5 口服液体药用塑料瓶系统及组件
	2.1.6 口服固体药用塑料瓶系统及组件
	2.1.7 口服固体药用复合膜及袋
	2.1.8 口服固体药用硬片

	2.2 材料安全性
	2.3 包装系统与药品相容性
	2.4 全生命周期管理

	3 关键性能指标体系
	3.1 原材料控制
	3.1.1 聚合物纯度
	3.1.2 添加剂
	3.1.3 单体残留
	3.1.4 元素杂质
	3.1.5 溶剂残留

	3.2 生产工艺控制
	3.2.1 BFS
	3.2.2 复合材料工艺

	3.3 功能性要求
	3.3.1 阻隔性能
	3.3.2 密封性
	3.3.3 机械性能

	3.4 风险管理的延伸控制

	4 特殊功能评价
	4.1 特殊剂型专项要求
	4.2 创新技术与特殊考量

	5 检测方法规范
	5.1 理化性能检测
	5.2 生物学评价
	5.3 质控项目的主要差异

	6 结论与展望
	参考文献

