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Introduction and implementation suggestions of revised Regulations on Drug
Quality Sampling and Testing
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Abstract: In August 2019, the National Medical Products Administration issued the "Regulations on Drug Quality Sampling and
Testing", and abolished the version issued in July 2006, making new requirements for post-market quality sampling and testing and
quality evaluation of drugs in China. In view of the current and future regulatory situation, this version has added or revised many
contents of organizational management, planning, sampling, testing and re-testing, supervision, and information disclosure, etc ,
which is of great value in combating counterfeit and substandard drugs and preventing and controlling potential quality and safety
risks, and it is recommended that relevant staff members pay attention and implement it in place.

Key words: drug sampling and testing; regulations; introduction; implementation suggestions

] P 245 it il RS 7T 23 DA (R 5 245 it il A A 3 7
2y lier o [ oK 2 dh R R 5K 44 o R PR
7 4 [ Vi B P 2H 2RI it 5 37 24 b A b 3t 5 24
W AR TR % B AT BOIX A H A St .
A CHA X BT 902 dh e, & 73 3 X 41 41
JFRE T W R BB R k. 2006 47 H L R
) 8 il 24t M B L) D i 245 e T 47 M L
V24 et RS A, T W B 2 AR T L 2 AR AL
Hey R A B O N LR, )2 T o
BRI A B E ) (LU R fRIARCHLE D)« #2 IR G
E VR, 5K 2 il A AN 7 2 ik A T R
T E O 95 25 0, DR 28 AR 245 22 4, O 245 0

Yris HEA: 2020-04-15

RS BT R

G, B R B R R, Ao 7 iR
i1l 95 TF B AN W B BT, 2 0 o 2 A XU BE N B
r ] £ 24 RS E E 9 B R AT ) 2016—2019 4 [
K A IR R BRAERE B0 AN A A% 24 S B O
Gy i MRk S 1] TS S 245 el A T I P
AN, 24 il W A A ) AL ) 7 AN T XS 24 A
H b5 BT B I6 95 TH 900 ) /S m) 1 0 XGRS By 4
& g 77 X O e DL R BLTE IR R 24 W IR 7R
KMo RTE ST e 7 E R HE— P E 2
R TAE , B 5K 24 e B B T 2019 4 8 H HI K
€2 T i 2R 00 4 B O COL R TR RR € A

F—EE: x| 30, 5, B4, AT AN 2 Al 5. E-mail : liuwen@nifde.org.cn
SREMEE: LW, 3, 8 S AT, 0 77 N 25 S IS 575 . E-mail : wangchong@nifde.org.cn



“assaati Drug Evaluation Research 84355 981 2020E9 8

+ 1729 -

00 R R AR T CGIE Y, IR E R e AR e &
B PR 24 el T PR B ik A 0 A BT BV SR T
WEOR . AR 2 il AR 5 EEE, T AR 5%
N GIRRRS CFMED HBE AR, 283 25 & AR LR AT
(Fpid) 1 ZOH H BAZ AT N 2 O 5 H St 2 1, DA
NINEZ b R S %
1 (EVEEFEHIZITARTEN

CTRED 72 s 0 TR 5E < 24 dh Tl RE 26 ik
B R B E B AT RIS, 3 8 75 58 2%
PR A 24 BRI Y Al AL 1 b 0K, TB BT
AFE S 24 b oA 1) s 0 R P AR SE , 9 T 24
FihAS A2 LTI A 24 I RO ROR T B BRI
EVEVALE, FE AR R T 25 iR E B A
B4 T i 24 it b JE Sl SR AT 7 B A R R B
AT AT BB O 95 25 W A2 T AR TR R R A
IR A B S o CIME DA T (I E D 1) 32 2
B BT 7 T DG D LR LA 5 1 -
1.1 EERFST

CIRMEIV I sz T 1 [ 5B (IR IX  BLAR
T AT B 25 24 i A BT I Bl S AR R E L A
25 2018 FEHLR B4 Ji5 % 20 24 ot M P 1D A R g
R0 AR IE N, SR SCRR 2 R . BSR4, B AR ELIE
W B PR A P AN e, 245 it 7™ 2 N A L3R A
BEAT 24 b 4 B AR 24 it R U T T 1 g
LA RGBT PR o I OR LI I A 5 B 55 2
A RAE IV BT T A (BRI ERE T
2y AR ELIR A B 5 =00 7 B T e 24 i il ke
(IR, HE— 20 IS 6 i 55 24 dh IO R A7 23 )
1.2 @itk

AT 24 dh R A L AN )2 20 Sl A A7
— € ) F A ) A, 48 o AR B [ I R B R
P o (TR ) 9 SRS (0 T R T T A
ol R LA SR, 25 G0 24 it M 98 1D AE ) el v el
I % 0 B 36 S 7 R F) R, IR IR A AL A S 24
ol R £ R 8 10 RR 0 8 3] ) ) AU T ) g
P XA R T R e 2 1 R A [ b
A MBEYEIR 3%, SR M TAERCR
1.3 RHIREN

LA R, BT RE i AN AT 5 7RG AR 2R T IR
PRI DU A7 2R Bl WA AR A7 AR — 3 [k
B FIAN AL, 75 BEREAT 2t . 2019 SEAB T K2
B S CRBRAE B A SR, HLE 24 TR A
L6 SN S T X TR il AR BT
HEAT B o (FMED $ H 4% 25 b A 45 3 TR0 ik

AT HHRE L S e B I R SR A RSO LR AR 3 DL
FAMBEN AT ARG S N AR T 2R, 3
F) M B B R 2H ) e T e R e T R R
N, F 2019 4E 12 A 26 HEL K, LA A
BB AFE T R R AERE 7 R 45 525 % D R Y
B T AR E A R T ORI SR E R $
R TR
14 SRIFKEBEBATEMN

R 2 I R L P9 2 R T T I A A T R
A B IR RN AT SR o K B0 TE I R AE
FATE AT B AR, LB 1 10 ek 0 A 5 1 A2 1 R
HKFR B BT, 3584 25 A I LA AT
A71E JoE B8 T R TR VR 8 S0 10 SR S T A A
B AN, 2019 A F AR A EED IR T R
BY AT RIS A RS e b 22 B
2 I SR R, A 58 MR (P SRR T
() BESR o CTPIED BT T 245 ks 3o AL A 1 B o i
EAR R K5 AR 5 AR 0 S AR 36 i S5 AH O
75 T R L A R T IR HUAA) o o B B R
6 285 AN S5 R AER AT W .
1.5 RERZFMHAR

R MW TR AE AR AR 30 28 Atk b, &1 A2 7= T
20 JE AR S T RS2 A 24 0 R R R 2R, A T R
FRE AR PR 2 VLM B T AT A, S5 R A
VERFIE 2y i G 5 B KR, itk — DR T2
B KT I 2 i s A PR AL ROR SRR, il dn, d
iG] AR B, 2017 4 DAK A 4l 24 A s T
LBt B PR AT T 6 SRR MW T AE B, A T
301 AN b B ) 541 A ¥ A 56 U7 1, 80 AN 2 R i) H
fih 7 3R 86 AN HE S8 M U vE (LR 1, 7R AR 77 4
W22, DAAS I 42 7= i B & o (M ) B R &R 1
WEAAR G N2, REFR = TR R MW ALt A7, A
FITFa TR IS LA LA R 8 5 alad o A 5 VR
NAZIRIEALE S, W FCTT RO BOAR ¥ 7%, A i
R I8 AR KT, [RGB A o FH 2 22 4 .
1.6 EMER

HI (A M E YR FAEHRAMAET&
B AL TN BIBR, JCHAE IR AN A4 24 i b
I ERIEHA T 258 TAFRE RS R B FH AW
P15 R 2, 106 R B ST AE T CIMNEN I
FI NG — 3, E4 R 7 E 5 i s R A
15 5 B0 155 T R A2 B0 ik o 5 A% 0 55 7 TR ) K, i —
BRNE T Z RIS RSN AR, R R 5 Ak
GRS HENEIVER , R it 5 8 TAE W



+ 1730 -

“assaa# Drug Evaluation Research 4355 98] 20209 8

R1 20172020 F X HHIERGRIOIR BRI T EGT
Table 1 Exploratory testing methods of national drug

sampling inspections released in 2017—2020
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