P22 BB 2y o B2k 25 A s AR T
(LR Wi )

HRAmSBEREARTE TGO
2026 £ 4 B



VBRI 1
T BT R e, 1
=0 ERIREARER s 2

(—) TZIRTERIE T oo 2

(=) FIE =S AR AIEH] s 3

(=) F 1A SRR R oo 3

(EF) FEE i 3
PO BUFURERZESR oo 4

(—) TEIRTERIEE oo 4

(=) FIE =R ZAFR B o 4

(=) F A Z SAR AT R e 5

(T ) BEIZ e 5

Fiv BBITER. oo 5



10

11

12

13

14

15

16

17

18

19

20

21

22

—.\ HR

AFHFHRCAFARRNEE, I3 RalF
IR, S FEA R H AT F RN BT HER,
AR G mEHEY REEmAG . (R MEELEY
SFREEN, SEMRBTEN, $ERBEALTEN. A
b 25 SR BT 25 o B A PR R B 2 SRR T AT A AR SR
5.

AR T RN ER TG B FHE L wF.

RAPAREFENHREZE T LA F A, HEHEX
AW T B AR R EOR W2, REOR A 3R
TWBAT T &, R ARBALE T RN A RATE, o E S
EHGEFREEEMN AL T E NI R EARTE TR
U

—. BiFEE

BAR A L T R AN B B R A R Ak Y
STEEE AT AR AT HE S — R ERIEAE
%, RIEA R AT A RBHFELGEEEEX.

NEREFTIEEMTHESRACRK. BEFKY, B
A BT #:8 A RN Y 700 8 o B PR ER T A R
o, URRRAGBEEFWNGEEMEGEE., XAEAIZ.
REAEF, RFEFEFIREEFEH, FTHEUSBEEFT. 5t
FIY. REARKERRIGRLF NI, ifEE

_1_



23

24

25

26

27

28

29

30

31

32

33

34

35

36

37

38

39

40

41

42

43

44

RASBEEFTY, EWEREERRE XS BEHA
PEAT I 3

3t o B FEETR IR, B A LT B A A
B 5| N SAT A IR, R KR A P R R A
A M N ARV BT T T TR B B I T/ 4
REARAE T RN FE4 X0 B AT R ER, FHRHHE
R AR K K

BRRAIETHTHFHAAENG BRELLEERFTEAN,
IR O i 2 e el - e DN Lol o) S o oD E e Do
FIE, T XI5 Fosf 50 2 o0 2 T o KU 15 1 SR
BN LT A HFAANS DB EFTFREE 274
AR R G WAk, X2 A AR &R E .

= ERZGEHAEXK

2 R R B, IR — R FEAE
Kobh, EAEEKEUTHA.

(—) LI ER$b=

B EF R TV RN SR E A E TS A
2, RS A ] P R A E B R OR Y A R
e (AF%) « AT FE SRS PR LA A B R —
.

WE LV HEm S E R TERE = AN S G SR
K2 I6IE = Mok A XTRL, DT T A, e

_2_



45

46

47

48

49

50

51

52

53

54

55

56

57

58

59

60

61

62

63

64

65

66

P o ki R 2G T 7 B e 4 A B B A L. R
b, RERRRSFERG TR E S N Y S BUE
Bk iy ik ' — 2

(=) 1] = &R E 550 R34

BARARL A 8] AT A R, PR BB
BAT RN B AT B Al ik, iR B R e B R IT R
VEAR BN 7 R F IR A . R T R AR R R B T BATAT
EHATH BRI, BAT; BRGAS B#RYETRE, N
X BT T B A BN B AR AT N My, AT R
KEFRE G A, BFILANFREE T BATRN) B g
) BRI A SR

W R T R, WIRAMSE (FEGE) fE
SR AR 2 i R S (ICH) A =48 5 8 U ALTE &
AT IR, FER R R AR I 2 R .

(=) b= R

o R P o AR PRI L R S AR R S A T R
BEIATHREENNCHEZ, wEELsH (R, BE.
HRE) L BE. FHEE. IR EELE.
2 BCRIR R0 A B0 IFOR R Y 5645 IR AT 9% B 2R A DL SRR
B B TR, BB R E R AR RA XK
17 .

(W) #%iz



67

68

69

70

71

72

73

74

75

76

77

78

79

80

81

82

83

84

85

86

87

88

BADARL BARYE o B 7 AF e IR HaEIEE S
B8, B HEHXKEK, RIEF A= &g etz
B A RES, HEA BN ESEE TR R SRR
B, SRR FHATZMA N

79, HIFIHRAREXK

2 R R B BT, IRRLH R — R F BORE K
b, AN E FORE T WA

(—) TZRIEAME

BOEFERIA N TV RN MR EEAN AT,
TN 2 8 A R B N R AN AT R B0 kIR B AR 7 Mt
(%) « L7 EF TV FGERNS B b AL £ 7 B R
F—H.

A T W E = R S R A 5
W= HORAR R R, DA AR T Z AR . o 1] 7™ i An
R P I o e e T 2 AR b1 S 1 < o
o d B R T2 B TR R A B 3 N S B R b
”‘ﬁ(o

(=) i = i & 5F 5 AAEH]

b R R AL AR TR 1 A SR A e A R, AT
Bl 7= e BAT S Y LB 9T, AR ) AT AN
Mo AT YE B A 07 > 4 B AR X 4 7 SROT R 1 2 B 7 7%

PRGN, PR R AT NIRRT BATARESAT )
— 4 —

Bu

el



89

90

91

92

93

94

95

96

97

98

99

100

101

102

103

104

105

106

107

108

109

110

Pl BAT; WA A TR R E . BT
RN WA E AT N ey, #HRATEERE T RE S
AR, BRI RA AR T AT AN I A v
MR 3 I 18 O A TR

W R J7 ik, WiE A SE (R E 2 H) fr ICH
% 48 5 RN AT FE R AT 7 i: B RS T, FE T R
W 2 R T,

(=) ] = a2 AT 5

o] PR R AR PR TR T8 A R SE T A T R
BEHTAREENNCEE, wERAE CRE. BE.
KEE) | G%. HHME. sRE BTN REELE,
A B R B A0S B TR R Y R 45 TR AR 45 B B3R DL R
B i B A R TR, AR R R RN R R R AR
B A B ]

(W) %1z

bR AR YARYE R AR AR IOR. 4
ZEHFEL, BEttzy ARER, URIEF S RRE
ARz ARPREAREY, FZARAENTES RRE
A BB, LERTFHTIZMAA.

R BEH
[1] Exzh& W EEERH&FTHQ. (hzh o RE & A

9] P AR R RR A R A8 E ) [EB/OL]. 2025
_5_



111

112

113

114

115

116

117

118

119

120

121

122

123

124

125

126

127

128

129

130

131

132

£ 1 . https://www.cde.org.cn/zdyz/domesticinfopage?zd
yzIdCODE=a0708999de314b912adf1c697fe7fe4f.

[2] ICH QI1: Stability Testing of Drug Substances and Dru
g Products [EB/OL]. Apr 2025. https://database.ich.org/
sites/default/files/ICH_QIEWG_Step2 Draft Guideline 2
025 0411.pdf.

[3] ICH Q2(R2): Validation of Analytical Procedures [EB/O
L]. Nov 2023. https://database.ich.org/sites/default/files/I
CH_Q2%28R2%29 Guideline 2023 1130 ErrorCorrectio
n_2025.pdf.

[4] ICH Q7: Good Manufacturing Practice Guide for Activ
e Pharmaceutical Ingredients [EB/OL]. Nov 2000. https:
//database.ich.org/sites/default/files/Q7%20Guideline.pdf.

[5] ICH Q8(R2): Pharmaceutical Development [EB/OL]. Au

g2009. https://database.ich.org/sites/default/files/Q8%28
R2%29%?20Guideline.pdf.

[6] ICH Q9(R1): Quality Risk Management [EB/OL]. Jan 2
023. https://database.ich.org/sites/default/files/ICH_Q9%?2
8R1%29 Guideline Step4 2025 0115 _0.pdf.

[7] ICH Q10: Pharmaceutical Quality System [EB/OL]. Jun
2008. https://database.ich.org/sites/default/files/Q10%20G

uideline.pdf.



133

134

135

136

137

138

139

140

141

142

143

144

145

146

147

148

149

150

151

152

153

154

[8] ICH QI11: Development and Manufacture of Drug Subst

ances (Chemical Entities and Biotechnological/Biologica
| Entities) [EB/OL]. May 2012. https://database.ich.org/
sites/default/files/Q11%20Guideline.pdf.

[9] ICH Q14: Analytical Procedure Development [EB/OL].

Nov 2023. https://database.ich.org/sites/default/files/ICH
Q14 Guideline 2023 1130 ErrorCorrection 2025.pdf.

[10] WHO. Technical Report Series No.1025 Annex 7: Go

od Storage and Distribution Practice for Medical Produ
cts [EB/OL]. Jun 2020. https://cdn.who.int/media/docs/d
efault-source/medicines/norms-and-standards/guidelines/di

stribution/trs1025-annex7-(1).pdf?sfvrsn=1196888d 4&do

wnload=true.

[11] WHO. Technical Report Series No.961 Annex 9: Mod

el Guidance for The Storage and Transport of Time a
nd Temperature Sensitive Pharmaceutical Products [EB/
OL]. Aug 2011. https://cdn.who.int/media/docs/default-so
urce/medicines/norms-and-standards/guidelines/inspections
/trs961-annex9-modelguidanceforstoragetransport.pdf?sfvr

sn=66bel1860 2&download=true.

[12] WHO. Technical Report Series N0.937 Annex 5: Goo

d Distribution Practices for Pharmaceutical Products [E
— 7 —



155

156

157

158

159

160

161

162

163

164

165

166

167

168

169

170

B/OL]. Jun 2012. https://iris.who.int/server/api/core/bitstr
eams/2da3dc8b-8dae-47cb-b2b5-2abb1ef09b13/content.

[13] FDA. Cooperative Manufacturing Arrangements for Lic
ensed Biologics [EB/OL]. Nov 2008. https://www.fda.g
ov/media/70712/download.

[14] EMA. Guidance Manufacture of The Finished Dosage
Form [EB/OL]. Jul 2017. https://www.ema.europa.eu/en/
documents/scientific-guideline/guideline-manufacture-finis
hed-dosage-form-revision-1_en.pdf.

[15] ECA. Annex 1: Manufacture of Sterile Medicinal Prod
ucts [EB/OL]. Aug 2022. https://www.gmp-compliance.
org/files/guidemgr/20220825 gmp-anl en_0.pdf.

[16] ASTM International. Standard Practice for Performance

Testing of Shipping Containers and Systems: D4169-2
2 [EB/OL]. Feb 2024. https://store.astm.org/d4169-22.ht

ml.



