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Compatibility evaluation of drug packaging materials and drugs based on national drug

packaging material standards

Jiang Chao
Sanofi ( Hangzhou ) Pharmaceutical Co., Ltd. 310000

[Abstract] The compatibility assessment between drug packaging materials and drugs is crucial for ensuring drug
quality, stability, and safety.This article explores in depth the relevant content of drug packaging materials and
drug compatibility evaluation based on the national drug packaging material standards.Firstly , the standard system
for pharmaceutical packaging materials and its significance for compatibility evaluation were introduced.Then,
the items, methods, and influencing factors of compatibility evaluation were elaborated in detail. The application
of compatibility assessment in drug development and production was demonstrated through practical case
analysis, and corresponding suggestions were proposed for the current problems, aiming to provide reference for

further standardizing and improving drug packaging materials and drug compatibility assessment.

[Key words] National drug packaging material standards; Drug packaging materials; Drug compatibility

assessment

ElE
25 i BRI 25 0 B B ZEAURR 7, ANOUE 2R3 24
v JTEREAF RS R, OB EHOC R B2y 1 TR A 2 4
o Ay AR 5 18T RES B BRI AR, i
Wi BB, 1TSS, IXSEHH AR AT RS B Z 6 PP AG AN
FIREPEL MR N TR A A e R K
B BRAE N 25 i B LS 29 A AP VP A 3R AL T B4 1 R
AR T, BORVEAL TARROREAYE . ERPERU . R
FUHE T X 25 QR AR R 1) 24 i B R AR 5 25 AR A PR PP AL R
AT IS
1 ERGEHrEERRTR
(—) PrifEHESL
TR G WA FRAE R R G T IERIARAE . 7 AR TT bR
HESEZ AN R SERPAERDE T 250 KB 155 7)

foinl

[

A PR MER N AR A, R BOH. B
S, e T RARR TR BRI RESR bR T AE R T %
AT R AR A, DA DR 25 M PR AT A E

) R E PP ) S 4 A1

1] 2% 24 CL M Bt D AR AR VP AS 3R 08 T 58— I BOR 2R AN
Rl i, FEOReRPRHA AR E T T, bRfERE T
FEVFRIMIIERS B, 3K 0 T e e 25 e it A 2
AT OIS PR T EARE . FI, brfEr oG
TR BB RERIE , WIRHREIE . B, 525
(KA PEEDIARC, A1 B TIPS b Roa 25 (K ER 97 11 1
M FHAR PP AL B8 T I 5L K Ao

2 HmBEMBSHMEEEITEAIE

() PRI AANE VAL

FHERPERE: LZUPAL R RO S KA RN B

Copyright © This work is licensed under a Commons Attibution-Non Commercial 4.0 International License.

267



Journal of Project Management

LIRS
6L 3 A 1.062025 4
YEHA, W FS (SSN) @ 2737-4580(P) / 2737-4599(0)

B BE 0 o T R AR BEL IR AN, 400 n] BEHE N EL3% P9 36,
SEAWAENART; KESRNN T REAE 2 458,
S ZY R IR P R ORI A e e vk SRk
e AR IE R, MR KR IE .

WS 5 A = ke A el T 2 R Y 2 P 9 A0 o s
D, B ATREK B SR ) TR R . i, ekl
AR AT RE SN IRV P25, BRI & I e 2y
WIHERIZERRE TR PR AR S A P B 5 AR AR

(D) AR VAN

TR RGBT} 1Ak 22 B 1) 259 T R S 1
o TRV REORE AR, BINF MRS, R
MOEAHETE (HPLO) « SHEE (GO bR, WEiT#
VIR FZERIE &, 55 E R M b e 1 BR =T LA .

RN 5 AR W) 2 R A R A RV,
TR SN« SR I S5 S N 45 o T 3ol o R K R e AR
5, WERAMIANI. G B TETRPR AL, W2
EAFAEAEE RV

(=) WAL

SRR KRR T LR S, LR
WIS RN, AT AR G, A7 R 5 RS, T
flEZRTRL N A P i i 2 B AR

R KRR LR S S g RS U N, R
J R, 3 B0 4 B R ARG R R SR ARG 25 7

IHMBEEMBEAYBE T E

(=) ik

FEER S N ERGAE ISR N, B A SE R A
RS i A T REE B RS I, I e kLS 254 1)
WA EAEH, 45 ks B . — ik as 4 1 LR 40°C +
2°C MIXHERE 75%+5%, HE — e IAE, SRR RS
BT, VAR S A AR R

(=D Ktz e ke

TR 25 SERR AR ST, AN 25°C£2°C L AR
[ 60%+10%, KWIBCEREM, @ WAL 2591 25 T =2 Fe b,
MR APREE 2592 10 fR AR B AR FH B B ) AR A oo K34
T MR IG I RNE A 12 NMHEREK, GBI 5 Pk
2 AR SO N IR R A PE AN LR RS 2 AR B

(=) BHUAL 5

HRAR 24 S R SEBR A A 5, B v Bl e i, S
TR R, BRI RG] ZR I SRR, Rk
LA S o A R I R o 0 Pk e AR LA e S 2 IR AR 2

4 ZMARBEMBSAYHETENEER

(—) AR A &R

ANTRIRA A A BT AN R R A 25 2 R B 5 g, X
YoE T IS WA AR R T ORFREE . B, Bkt R

2R T AT REAFAE M AU s SRR R I 22 8
FREIE G, ARTEEEEIRL S S RUER T B BB )
FaEtk.

() 2yt

USSR . TR VR e Tl & g 5 A
PRHIAE AR . SR 1k 25 4 ] R 5 ek A R R AR AL 2
R, TG I 24 B 5 D e e e Tk A A R B

(=) A4

WRE B, JEIREEAEAE AT M B 5 29 AR
HRFEZW. mbl SIS I a AR Y R I AN
ZIPIBEAR N, SR RN T RE S R 25 e b I, AT
IR ) 5 e R 2 8] (R AH 201

5 LERERFI 53

(—) FHIE R

SR — OB B CUIRFEMA I, 3 H T — iy 2k}
AR R Mt RIERES, R E KA RAEEEAT T
FEMRLS AR TEA

() VMRS 4R

YEAR AL AR I R I AR R K B I R
W TAREZESK, AEInEGRIG T, I T R AR

ATV, TR R R EoR, Akl e
WINFLTB 24T, AR PR S . &, Ak
PR, MG ER T N, ol e adi bl 52y
WIRA T RS R

AEWEEARSPETEAL SRR e A e 45 A8 0 9]
P, RAPELIERAE A5 5 TS 2 B A B ARk

(=) Mot it

FET VMG R, A aLRlET 7o, S BHLRG
PESE AT R RE, PR T U Tk, st R EfE
FERATHBMEG S, SR G EK, HR T4
SR AR Pk

6 LA MEEMNSHYEIEITHEFEEN M
REW

(=) FAAER

A>T A 2 PE VA AR E S, AR LA
R WDV E IS, SR R AU, kAR
WAL L S 2P AR MRS Bl o 5 A SE B 2T
WEET, ol T RS M- i Ll %, 3%
K VP AEZ SR FIZE =380, A T 25 i ded bl 524
YA MEVEAS X — R B IR AT A A, B AR
B 48T, NEAMAIE. Rei SR Ry |
Al FEAR 705y e IR BB R 25 2 TR A (R AE TR T T e
o} 2 b R R a2 A P AR (R E R

T, ERbEiREh, e RIS RRE, Bl

268 Copyright (© This work is licensed under a Commons Attibution-Non Commercial 4.0 International License.



Journal of Project Management

LIRS
6L 3 A 1.062025 4
YEHA, W FS (SSN) @ 2737-4580(P) / 2737-4599(0)

HRREG AT, sl AN FEObR MR A R 45 (R AT 44 o L,
FEIERIE P, BEA TS BRI E A, AR AE 4
ITCHE HL S I R BEDRL 5 245 W) 7T S B i A7 A3 ik R v 1)
ARG, FIE, YR VAT H ISt B WA, . X T
LR N ok B R W AR E A AP I E Al
AW, R HEAT IR A R BRI S A A A . R T
WA, AR G R A e E w22, VR4 U
TR 7~ e B 254 2 R AR R R, 45 24 7 ) SR
GAEMMT TERKEE, —BZWEEANY, bTaMes
PP ITT SR A R ) R P REBE I AR R, AN oh
HEER, a4 Al ok 72 B (1) 75 2B R 28 DI 2

Vb ERE ARG it — 0 5855 . — S5 R YA RN
TGP A 28 0 VP Ak Bl Z &1 6P K 7 925, IRAT A e AR A
REBERIAER P T AR 75 28 . B e 2R 0 R i,
KR 2 2R 5 2 . VE LR I 290 R R AW I, IR
B AL R E B ATY, e R R GRE AR
G T =Rl i A R R WA RPN e S R Pl bt
D ALBERPRIEENT I, XTI A A R A Y AL,
ez L 1S VP i

PA— 2654 2 T i 1 i o LA B T 2RI 5 5 29 A
i, AT (R DAl 7 v i AERS A B A R ik 1 0 5 e dt okl 2
AR AR, DA RO AR BAE IR A 2P A SR AR e P I 25
BRI XTI EBARL, BT ORI I A 2 A N RO 4
¥, AL GEIRIAR I H AR LA I e 5 244 2 8] A ELAE TN 45 )
ANy o B0, —REGR G B INFIAE B AR T B 1
B, I A B W] BEJC RS I T B = AT B ik 4%
T, IR AR AE 2SR R M 7 B AR AE AR AL . EKY
W — eI E YT R, il TR PR, T Re G A
DV AE R ST At A 25 T HERS AR 52 B 2 P R 3R
PIFH, RE SRS R R 2 L AER IR E AR, X
R T VR A5 R e AR, ML TR 2 e R S 2
WA AR R PP

(=) gy

IsEAE R VIR A B, S Al o A R VY B
RIRATR, B DR AR P 4 HRE R 2 A AT VA AR &
S, MAIZIENLIERINBIN, £ 20 a3abh kL S 2yt 781
PEAR A GRS K, 2T REME .
BN AEA B 5 [ R 2 A AR HE A i, IR B AR S
BB 43T, AR Z A VB BRI 280 PPl 20 5 38
TR R, WEET L KRR ST S 2 MR,
PE Al N 52X AR 2R VA P AR B R LK T

IR, TIN5, R A4 I RS A AL
file 2 XH AP AR 2V VPG TAERMTRY S, R sE Al 5™
A ] 5K 2 B AR A T TS - TP T, a0 i 2 75 0

0, B LSO A KRS o 0 T SRR R A Ak,
AT LA AR R, Do FL RIS, R AT IR R A i
PR IS TR ISR R EURE T » (AR Al [ B3 T B e
BT EAHANE VAL TAE. Bedh, S s 1 vl LU sz Alb i
fRREZE, AL AEA AL VEAL 75 T R R BN NS B R AR R
X RIARTS I Ak 45 T R RBOR SRR, 0 TR AL e AT
SRR, 51 A S IE R I TR R IR SRR, MR
A bR 2 i BRSS9 AH AR R DA A AR

IRRBHIEEN SR AN AL T REAHAEPE VAL 753K
HEAWETTOH, TR MR W w2
Bew, LOENABIAZ LI PPA R o BUTRY 78 70 A R BRI
PO THES) 25 i AR RS 25 A AR DA A R I SR,
IORARRBHITI H () 98 G 3 FF I3 B AL LIRS 5, il
A BRI RV & T R ST, 410 AR 5Pk A R
TRUARERP R A PRV PP AL M T BOG . BRI 4% A 5
IH AR, AR, TFRIERTERI T, SR VP4l
JRBLANTT 5. i, FHSERERI D HTEOR, I sk s B AR
RS IRBIASE , RN FUR AR 254 2 [ AR ELAE ATHL
1l o TE R G HEI VAL TR AR SRt o Aboalb R &5 15 512
brE iR, BUNRZHRWIIH  KERIIE R A Scbr k™
Jyo JRETIHESEIE AR BE A ABIA,  BEAT T AT BB
TFR TG 5 Al B B 2R Pl A N T i e o TR, S5l
A S B 22 AR & SR, (i
Ay IR SCR AN T . st 3 n] LU 28 2R
W2 BRI G B, RERMIEA 522 [R5 15 4F
WOk GUE B YE, ILRHESN AR A B ARt .

ZiE

2 i BB 9 AR ARV AL S A DR 2 i T L RUE T
M APEROCHEIA N . ST E K M ARHETT VAL T4, fE
g APPSR R . VSRR . B A 7P IUE L
RGN ZR, P SE b & B34, FT DU I A R AR A
PEVPAG IR S e BT A AR ) B, SRIBUAR 2 ) S0t i
AT TP w2 R 2 TRV A AP, DREE
NG E A KK, BB AT AEIA R, 25 ks
B PR R AT S LA, 2t R e
JESRUAT II 3 H

(&% k]

[(IIERGEMIFED RN L EIRE BEE .8/ Mo BE;
Wme%; das FERE, 2022 (09)

I EARERE ) GEMiTER RN AT S
AN K RN Ak TRE; RE.EH $), 2022(10)

RBIXRBEFIFHETHRE GG ALV HEN AR
s AMER; AEFEFGLEE, 2020 (09)

Copyright © This work is licensed under a Commons Attibution-Non Commercial 4.0 International License. 269



