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Research on the Applicability of Drug Quality Standards in National Drug Sampling and Testing

GAO Zhi-feng, XIANG Xin-hua, ZHU Jiong " ( National Institutes for Food and Drug Control, Beijing 102629, China)

ABSTRACT :OBJECTIVE To provide a reference to the use of quality standards in national drug sampling and testing, and es-

tablish the implementation plan. METHODS By carding the approval process and usage flow of drug standards, analyzing ap-

proval form, authorized department, revise and numbering methods of the standard, composition and influencing factors of stand-

ard serviceability were studied. RESULTS AND CONCLUSION The correctness and accuracy of the quality standards have a

tremendous impact on national drug sampling and testing which is a significant measure of post-marketing surveillance. The article

focuses on three aspects including the correctness, accuracy and orderliness, and then some solutions are proposed such as estab-

lishing the implementation plan and multi sector coordination, which can solve the problem of using standards in national drug

sampling and testing.

KEY WORDS :national drug sampling and testing; drug standard; applicability

[ 24 b A (LA g ARefib R ) 2 [ 5K 24 i

B MR (LU RARE S R) I ER N T k42
A8
=

N

Al R S A KO AR B T A T A Tl A A TR
TR LR M EE TR, ke
W R R BT AL o R AR B A IF 24 b
ML BRI S T SRR R GRS A% T L S
R, T AR 2R P B 5 R B SR A 0 R
FEU DRI R PO 1 T8 55 o o A T
FRFEE . R, HATZY SR ER RO PR P25
Z SN S a8 G A o, JE RO B A 3 A
TORTAG R, 38 7RG B T 5 X A, 7 2017 4R
SR AL AR A B ZE A s E RO R
(4 BRI ASBITTE 0 A B 24 i b POt R
5 AR , 0 AT B v R HE IR 2 A E R T S
LA 1] 7 AEF B 5E b v 1 A AL PR 3R 45 R
PUER BB AR, P s v TR 9 S 7 58 14

H AR I TR RV IR 2l 25 S 0 PR , DA 7R ARG B S
IS PR AU R SEL B, Dy Sk R b G A o £ 2 T 1)
R’E%.

1 RS
L1k
ASBFSER BRI T o 51825 8 B D5

e (B F AR TR Ak 2013 ~2017 4 fl s B A
(AR L B R S Tt R
BFGEAE R LA AT DO 9 45 b, €45 o
20 VR [ 50 K 0 45 Rt £ 2% S
.
1.2 7%

32 FELSCHRBF I 05, 4 26 Bt 40 53 2 A Rt
357, 45 2 34 o1 2 6 R 5 0L, B
A b7 ) 5 32 PR X B 28075 9 4

it
2%
5t

EETUE « [F 58 b 25 b B A B R ZFCOT S PR EE B (M201404) 5 s o5 4F 224 BT B) (2012A2)

EEBN =S, B, R LRI
Zypci ST Tel: (010)53851518
- 240 -

Chin Pharm J, 2019 February, Vol. 54 No.3

WESET5 ) = 2 b A B A o 4 B B 4 i F 5

TBWIEE R, B, I EES BRI

E-mail ; zhujiong@ nifdc. org. cn

TEZG R 2019 42 JT55 54 B3



BRI AR SCHR 5 -8 ], % 245 il b HE Y HHE A FE 50
HREFRTT G5 S iR 7 SAF 24T 20 A, A B
56w At DR v L R M R Y S, E R
v A Y R B R 2R 5 R R D 3R s AL B
e i I 4 A 1 LR, B 58 A ofE ) B2 436 5 5K, 2%
A S b v E T B A R O 56, O B A O
fHi it o

2 HER5HH
2.1 b P AR E A B I AT 5

1 B 5% 24 iR B0 b 57 e, (2 5 O ol
I PIHLAE ) 5 19 AR e R v e R [
KRR (25 S BAR ) v Sy o 2
e 25 SR ER A ZE SR ) BT R 5 4R
TESEBR TAE R, i T 5 s s 5, o= H AT i
11 5 245 it b o 2 B oy o [ 2 M A o LR AR
W TR R A LS SR ST G 36 7 R bR e S R
HRECRCR S 1 0 (25 1) 2015 45 RS2 i ol
(hRUfE)S 608 AN FRATARME 5 R ATAR E 12 000 4%
AR MR E 40 000 A R SR IR T AR
200 AN DR HORG B0 SR e T A v T I
PR PR AR B [ 3 A1)
PR32 FE WO A b o L PR 2 7 VA L 9% o 3R 4R
At BT R8T A 16 W0 A P R 3R R
THREE FAME 3 B M

T E ARG S B A b v B e T — i A 6 il
ol 2 R RE B0 1 Sk 25 A8 R 2 L
TR 2RI, BHE G 27 25 AR 20057 5 5 = Fh 2 LI
A B 5 55 DU Al 2 B A A B 37 S i 3R
B 3 565 Tl e phy 7RG BALE 1 47 2 $R B 2 5 5 S P
ZEVM AT, SR C A B2 AR SCHR S BF 58 R

K1 EEMEHR KA EFLHITHE

RO R A B R (S B A ) BUE
BRVEFF B3 R 06 s, HLOE A A7 AR R R
Bt R O R A T B < T LBk
ST FR T FH A S 42 W R AR BF S 1 BT g H
B s LA sk B b vl TP B 3 AN B, BT 9T oA
B EESE AT
2.2 FRREA W ERERR

R B0 LE AR R S T PR b e T R AT
T R BA TR , BV R R e v 1 A TR , T PR
ANTIE B 4 3 45 At 2 1 5% 28 o o At v SO0 FRT AR
HEPE) |, DRI 7S 45 5 F 7 T A5 0 S o R 5 [ % 24 i
PRUERYHE TR 25 % 00T, MR SR I 1,
GO, IER PRSI N 26 2 BA4E 3 5, R
F A, FCAIE W AR R TE B, S 3 rh 5 2o 4
ABEZ (HIZG 54 Bk HLRG A 77 4l RS v 1 3
4 SE QLI s R LE 7 HY, BEAZ 62 7 H A
PRS2 F AR SE R, P DA SIE B BT e 6 f 1 55
£y, I R BRUEGR 5 5 5 =R T AT AR 2 S A
A SR, OB R A 25 b RR U B R AR
R,
2.3 KRR HDRER LR

R F B A R TR 1 P 25 S A T
B, 345 5E PRI T (SR J 0 AT 7
KBUIMR . bRfE— W €5, N AR IE— A
AR T — AW T 5236 1 78, AT 1 24
HL)2015 4R 78 HAR AR 2 I, 3 JLAR Rk BEAT
TED3 WA [, b T E R Rt
1 — AT b v 2 5 T A 4 S o o T I 26 31, I
A R B 5T T S A RS I 5 26 AR v R G T
IR G ST, RSS2, 00T, MR
P A R R 2R AL A, O — R R E bR

PRI B S bR S HEFI]
R FE R 24 bR AT 1 TR o TE bR gy
[ R 24 bR TR D FEAR AT ERAT e T BT
FE 24 bt e 1 P 2 [ R 2 b
E R RS T XF il AR EREA BT
25 7t E & 430 [ SR 4L AR 2 o AN TR] il 14 25 5 T AR HE AT 50
rh2l i T E A5 4 — BG4 ke 1)
RSz TAFBR BT & s A 25 A2 A A —4r TARTRAL L2 SR AR R il 1 245 5 T WA M AT 52
W s TAEERZG bR E( ZAR) 2570 W45 — B 24 ke (1)
o ] 25 gt o [ 2 3 LR A FUAT L0 SR BT 24 bR D sy iy e 20
2R 25 St RATTENRAE , FEAEE W 05 i
25 AN TE R AL RATHMRAE AN TSI, QA SR A BT AR
LA 45
HFRITERE 25 IR AR FEAS IR T AR B I H Sk A H [ SRt e L X 245 A 2B B JCAR TR 35 ) o) 52 PR BE
ATy TR
- 241 -

T E 2%k 2019 42 J155 54 B4 3 )

Chin Pharm J, 2019 February, Vol. 54 No.3



REABIT, B RWEBITH R AR, hFk2
AT L, 2 FATRR U R TR 2 s g,
WA EE A 3 Rl 8 R A 10 0 o £ B A
oD AERRIE A 28 I RO 5%, — B R T 78 H A A
J¥ I LR A R S S R AT
2.4 FRORREHAEFRIR

PRUEAS P A AR AR T T FARME AL 5%
T, I R ML BRI AT AR A B 2GR
— AT 6 2B TR W RO R BT
A TRIR 25 | T 52 245 i I T W B A B0 e, 6 2K
L0 2 ARG | 2 5 P 25 B b e B 37 7 A
TEOLILEE 3. AMHT4s A WY, X T W 3 1 %
S 3 BT K I hRE S R AR, IR
BARKHUR L . 75 B, 3 5T ST 25 AR A
PRTAERRRE ) W00 T % B3A 3 280 i 0 hob v
[ ARAHEASE R S s TR R R Ay
2, HUTE T R I H A P B B A T 4 £ T T 1
ZRFE N RIE T AR RS .

3 itigEEW
3.1 Wit AR A LS R
RBIFEEE G A 2 W MBI 45 2RI S Ik

R2 HENEFHALEITTAAR

(4 3 AR, e i 5 il b b o 3 P ) St D7
FMEELUT S AR SRR LA W Rl R A
SRS 2 — 20 i WO A i £ 8L, 38 i el ] 44
PR A il 05 S e E SR (5 B R G 4k
FHSR 2 At 8 5 HE S L P S 3905 4 i 2
H 855 BRI 5 R S AR HE SR 5, LLTE B
PRIERHEEBLA A 25, BIOR BR IE A 1 5 5 — A0t G
T G 5 AR AL B0 B T i 28 | A i SE T
TE FHER HE B8 R 1 S o e B AH AR HE , A%
FOCHEE B (UNZh i 24 Bk B 5 LM 45) 5t
A R — 305 5 =20 i U IR 7 TR A R b v Y
B A5 R (i o o 7 B 1T B T Mk 1R SR
2, IR AR5 B % pR, DA fR A TR, BRI ER
WA 5 265 DU A0 A DR A T AR LR A B9 32 12
F¥ W OR AR TRl FH e P A 5 O A BB 5 25 T
S A A ) At DA 36 o P P T
I LAZG a5 W45 AR BT R BORME IR . 12 HTIX
AR, 1 S AR AR T 250 A0 158 K SR
AR PP MER , RIS 22D 1 S22 0, D et 7
I 5 24 it A G ) 7R B Y B I A
3.2 b & TH B B I E AR R 7 R
PRUERE IV — D R G R, W SRRy

FRUEIE P 5 BT
JRAhR E R MPRERT 2556 EbRE, WS3-BU(Z-)-4-5 Z YBZ 8 (V745 Z HETBI ] P
2L ERRHE, WS)-(X-)-45 Z  YBH 8 (i (F-4-5 Z L DI RIE L A
ERK A bRER E A, WS p-XG--4E5: 2. FEE I R A
P FFE, WS-XX-(ZD-) 2002 3. FEh EZ bR TR
k25 THE , WS-10001-( HD-)-2002
FRATR U TAEMR(ZAR) 1 ~6 I}, Tk
PG AR 1 ~20 i, WS3-B4 (i KL-2 4R
25, &L HUAERES 1, WS -XXX-89
v 24 Tethi 'S, Fie 25 B A 4 i HEFBI T 25
i TEMRIE  Hi25, YBH/YBZ/YBS I3k 1R 250024 2l Akl L ABBE R HE N 2, 75 HRh 78 B BRI R il
HEETZY, IX/0Z/IM/0S T3k AR R B2 AR 2. HibRUERS RS
TR SRR TS IR AR TE 2R A HEFBI T« PR BE () LR ] - T R

R3 AXBROEARESHFERB TR

KEHR IR I P A% FRAERAE )
WERR  (GRERMERREERE) iRk BT SZUHSTT TS0 T AR TR, BRI, e
BT B -
ECUE R (258 A AN T S LT S RE SR TR , RS 3 AL
i (BTN RAIE) B )7 S A 45 SR 2 SR LR R AR R IR
HGR (R EA) TR A S T B 08 T K 0 0B BRI 2% SR Al A
aREkR  (BRE®) HoR RS Hetr RO % FHCT IR
LA e Al 2 AR KIS MR S AT B ER X R KR S AR B BT Rt
EHEH M e T I RIS RO R AR IR FH
%I e
- 242 -

Chin Pharm J, 2019 February, Vol. 54 No.3

TEZG R 2019 42 JT55 54 B3



A B B IT S AR A% BT A
PRI T AN Ta] PRI A OR 22 3 1T K 3l 14 07 50 58
— BRI R o 7 R A A T T T B v A AR
I TR SL A 2 O A 3 I AR 2 At it R i T
UCHUPE, I BRUE B T B 1 R AR S5 22 50T, LAtk
B DR 1 TE B 4 T 90 D8 5 A v P 6 P 5 v, R
RS O T A ST bR T HL TR R O TR ) e ok
AR EARH S SCPE (AL 1 L 25 b v AHIE | 1 B
o BT RAF) Y5 1 B IR ROR B R IR X
JHR o T St SR B DA AR U BT B b
YE AT PR E 5 [R] A ade RO o) o o 1) 52 4 R e, R LS
BUAT Py A8 BIL s AE AR B 1T 05 i, o R R 0 AR K
A 2% 5 By B A O H A 2R (A0 R 5 I i R 2k A
) [R) 25 T e s A A R T R 5 T R R
(SABIT) LI, I AW 250y, DLk S R K LA
TEAE VT INF 6 250080 58 28 AC B B i 4 o 2R b 3R i i
RS T 52, TS 2 b v 11 3 P P I B0 2 35 B o
DG IR o

BEAT A BT 5t 1R 210 24 15 3 [ 25 dh b 1 1 5
2R AR RIME B, il RS o X T 20 i b
AAAEZ AR HEFE AT BN O, X b i BURM R 1B 1T 24
A bR E LRk, o — 20 W I K 25wl s HE Y 2
SCE A G L, 5 T R] — i Ao 89 AN [ A A A ]
AR 5 2% 5 ) IF 0 2 80 ) 5K Jmy 2 Sk itk — 28 F 4f
FEOSTT 24 bt b A 1) HEL 5000, AT K 1 i s oE 1Y
A etk

4 & &

2y bR R AR AR 7= A v AR — N E K
245 it R B KR fE Sy T 2
BT B, R o Y T P A R 5 24 i Al
AR A AL, AR B
1 3 AR P XM R, THE R T Al A v
TR ST A0 3R, 39T B RE RS 1 5 A5 AR B B
Sk, DRUEAS B0 AR 416 E B 7T 5%, DR UIE ARG R B2
A,

REFERENCES

[ 1] WANG C, CHENG S H. Analysis and suggestion on effect of
drug safety regulatory during national drug sampling and testing
[J]. Chin Pharm J (" E 2524 4%3),2016,51 (20) . 1815-
1818.

[2] GAOZF, LIN L. Integrated management mode of post-marketing
quality evaluation of drugs [ J]. Chin J New Drugs( ¥ [E# 22
i) ,2017,26(1) :29-31.

[3] ZHUJL, YANGX, LIZY, et al. Development and prospect on

T E 2%k 2019 42 J155 54 B4 3 )

[5]

(6]

[10]

[11]

[12]

[13]

[14]

[15]

[16]

[17]

(18]

[19]

[20]

the marketed drug sampling and testing for quality evaluation
[J]. Chin J New Drugs( #2474 ,2015,24(16) :1810-
1815.

National Institutes for Food and Drug Control. Annual report on
National Drug Sampling and Testing in 2016 [ EB/OL]. [2017-
10-09]  (2018-07-03 ). http://www. nifdc. org. cn/CL0O882/
9872. html.

CHEN J, LIZ H, LI Y R, et al. Understanding of correct usage
and implement of drug standards in drug analysis [ J]. Drug
Stand China (1 [E 25 FiFRHE) ,2009,10(4) :253-255.

YAN J. Problems and solutions in the management of nation drug
standards[ J|. J Shenyang Pharm Univ (3L FHZGRIR2F244)
2015, 32(8) :651-653.

LIN Q. Analysis on effective management and verification of drug
standards in institute for food and drug control [J]. Drug Stand
China ( H[E 25 ShbrifE) ,2012,13(2) :91-92.

ZHOU Z Q, YIN L J, WANG N L. How to find the standard of
drug quality according to the standard number [ J]. China
Pharm( 1 EHZ5)1) ,2015,24(4) :34.

China Food and Drug Administration. Notice on issuing regula-
tions for the check and inspection of drug quality [ EB/OL].
[2006-07-21 ] (2018-07-03 ).
WS01/CL0844/10583. html.

China Food and Drug Administration. Provisions for drug registra-
tion [ EB/OL ]. [ 2007-07-10 ] ( 2018-07-03 ). http://
samr. cfda. gov. en/WS01/CL0053/24529. html.

JIANG X P. Strategies for developing Chinese drug standards
from the Chinese Pharmacopoeia 2010 edition[ J]. Chin Pharm ]
(hEZy24ZR) ,2010,45(17) :1281-1283.

ZHANG W, LAN F, HONG X X. Overview on the Chinese
Pharmacopoeia 2015 edition [ J]. Chin Pharm J( 7 [ 24 2 2%
i) ,2010,45(17) :1743-1746.

ZHANG W. Study on drug standards and drug quality [ J]. Drug
Stand China( " [E 24 i FR1E) ,2016,17(1) :39.

GAO Z F, YANG H X. Study on electronic management for drug
inspection standards[ J]. China Pharm ( ¥ [E 2450 ) ,2014,17
(4) :665-666.

HUANG B B, YANG Q Y, XU M Z, et al. Review on manage-
ment of supplementary testing method and items and recommen-
dations for future development [ J]. Chin Pharm Aff ( ¥ [H 24
) ,2014,28(5) :453-456.

JIA C, LI J H, ZHU L. Investigation and analysis of implementa-
China

http ://samr. cfda. gov. en/

tion standards in the 471 batch of drug instructions [ J].
Pharm( H[E 2501 ) ,2010,13(10) :1508-1510.

LU J H. Investigation and analysis on the implementation of
standard instructions in 1 066 drug package inserts [ J]. Chin
J Rational Drug Use( " [E &P 5 %R ) ,2017,14(1) .
3841.

CAI H, DU S M. Status of drug execution standards in 84 tradi-
tional Chinese medicine injections[ J]. Her Med ( [ 2 34 ,
2014, 33(1) :125-127.

Chinese Pharmacopoeia Commission. Interpretation of issues re-
lated to the implementation of the Chinese Pharmacopoeia 2015
edition [ EB/OL]. [2015-12-03 ] (2018-07-03 ). http://
www. chp. org. en/view/ff808081527hfe270154083b2e6952¢f?
a=GZW]J.

Chinese Pharmacopoeia Commission. Introduction of National
Drug Standards. [ EB/OL]. [2015-07-29](2018-07-03).
-+ 243 .

Chin Pharm J, 2019 February, Vol. 54 No.3



[21]

[22]

[23]

[24]

- 244 -

http : //www. chp. org. cn/view/

8080814 ed3fh6e014ed87a0c0703607 a = YDXTS.

China Food and Drug Administration. Announcement on the
implementation of the Chinese Pharmacopoeia 2015 edition.
[EB/OL]. [2015-07-15] (20180703 ). http://samr.
cfda. cn/WS01/CLO087/124440. html.

Chinese Pharmacopoeia Commission. Notice on issuing corrigen-
dum of the Chinese Pharmacopoeia 2015 edition. [ EB/OL].
[2015-12-03 ] (2018-07-03 ). http://www. chp. org. cn/
view/f80808151622d9101516706766304137 a =12.

Chinese Pharmacopoeia Commission. Notice on issuing corrigendum

gov.

of the Chinese Pharmacopoeia 2015 edition (the second times).
[EB/OL]. [2016-02-22] (2018-07-03). http://www. chp. org. cn/
view/{1808081527hfe27015306€2{c961ec9? a =12.

Chinese Pharmacopoeia Commission. Notice on issuing corrigen-
dum of the Chinese Pharmacopoeia 2015 edition ( the third
times). [ EB/OL]. [2016-08-23 ] (2018-07-03). http://
www. chp. org. cn/view/{f808081559d1ea30156b30e8b{734b4 7

Chin Pharm J, 2019 February, Vol. 54 No.3

[25]

[26]

[27]

[28]

[29]

a = KWHXYP.
TIAN J, ZHANG Z F. Main problems and analysis of modifica-
tion of registration specifications in the supplementary application
[J]. Chin J New Drugs( 1 E#22=&) ,2014,23(10) ; 1118-
1120.
GAO Z F, LIN L, YANG H X. Research on the theoretical basis
to the drug emergency inspection management[ J]. Chin J Phar-
macovigilance ( ¥ [E 25 ¥1251%,) ,2014,11(4) :216-218.
GAO Z F, LIN L. Research on the validity of standards in drug
inspection [ J]. Chin J New Drugs ( % [E #2452 3% ) ,2017,26
(3):261-263.
GAO Z F, ZHANG Q M. Describe the thought and practice of
drug standards management [ J]. China Pharm ( 9 [# 245 i ) ,
2012,15(10) :1515-1515.
GAO Z ¥, ZHANG Q M, YANG H X. Describe the management
of pharmaceutical standards in NIFDC[ J]. Chin Pharm Aff( ¥
[ 255) ,2012,26(8) :873-874.

(Wi H 191:2018-07-17)

TEZG R 2019 42 JT55 54 B3



