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Worldwide
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ABSTRACT: OBJECTIVE To provide reference for drug supervision and industry development in China. METHODS The
GMP inspection deficiencies about buildings and facilities, equipment which were issued by FDA, MHRA, CFDI and Liaoning
drug regulatory agency in recent years were analyzed, and the important role of GMP inspection deficiencies in reflecting the
hardware level of pharmaceutical enterprises was analyzed from the perspective of deficiency proportion and high frequency
deficiencies. RESULTS & CONCLUSION The gap between China and developed countries in buildings and facilities,
equipment is found from the perspective of GMP inspection deficiencies. Suggestions are put forward for the improvement of
buildings and facilities, equipment of China’s pharmaceutical industry.
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1.1 FDA K&
1.1.1 FDA fu#&fk#s & EEFHZEM (Code of
Federal Regulations, CFR)L5 & i 124 i AH O 1932
MR HIAESE 21 f b, b 525 AR BE 3
TAERAES T TR C(Z M B DO )
FCEH &) 4, cGMP & C 2 F 5 211
oy, ik, £EK cGMP MEFR A 21CFR2111,
FDA 483 3¢ FDA T Blpia &rid # i Tk
DL AT & cGMP IR BRI 1] B B . 483 & — MRUAE
R AL A 2 4k 75 (Establishment Inspection Report,
EIR) B Bt R ik 25 2 hsr Aol o 483 ARG AR5
M@y, ARETREEIL N SERE K

TR R 2342 (201501098)
BEEE: KAWL, B, BIEER Tel
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PR g R AL g5 R TP U BA JT S FDA 483, F
M 7R S R gh R gs b it il . 3 483 R4
M FELE 15 AN TAE H A Hdh ki 1B m = .
1.1.2 2R & SR E L 2014—2018 4F
FDA 3T 145 24 i 51 & ARUEAH O 1S 25 155 ol LR
1(IR] L 98 1) & S A 2 5 B I e % I il 55 R tF N Gt
e,

&1 FDA2014—2018 25 & il & (RIEAA A EH E L it
Tab. 1 Quantity statistics of FDA inspection related to drug

quality assurance from 2014 to 2018 ®
FEh F S HoAb i X MR
2014 4 1022 96 721 1839
2015 4 1091 133 657 1881
2016 4% 975 164 742 1881
2017 4F 775 122 680 1577
2018 4F 610 115 567 1292

2014—2018 4 FDA 2 Kk 15 25 i AH R 1] 483
RO, T7 5. Wil 5 % & B o5 Eu s LR 2,
R 2 FDA2014—2018 ¢ ahE &, km5ik& Kk
W 5

Tab. 2 Proportion of buildings and facilities, equipment
deficiencies of FDA from 2014 to 2018

T B R SRR/ B K/ i E %
2014 4 548 2997 18.28
2015 4 701 3626 19.33
2016 4 747 3500 21.34
2017 4 612 3343 18.30
2018 4F: 642 3344 19.19

1.1.3 =G0 FDA 2014—2018 A2 1 il
A A A B Wit A 2 AR B 4 A
e 1.
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Fig. 1
equipment in drug quality-related inspections of FDA from
2014 to 2018
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Top 10 deficiencies of buildings and facilities,
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K 1 B FDA 2y MR &) by BEitE 5 i
FR PRI R TN E RN 3.

=3 FDABRMEFREG WA &
Tab. 3 Corresponding table of FDA deficiency terms and
contents

V36 TR Py 2%

211.67(b) TR AIC AN S B SR KT8, Wik @ sl
AP AT R AP R TR R T s B I
MR ARSES, KRG TATNE 3G i
T2, T 7 15 K i 5 P I 4 R R R AN
gll, 35 ik BT 7 R 1 A R S 5 A IR AN VR4

211.67(a) V&G AL R R BN, RRECRIE S
# I RAUFis4T

211.68(a) AR AR PP A% I 3 15 4 HEAT RS HE . KRB ADRE AT, A
AT R AR AT H R I ARAT

211.42(c) AR IR 0 e Rk A S R A2 4%, BT

(10)(iv) o 50 B HEA R

211.68(b) 6 R AE P DX IR B W W 2R G A7 T B

211.63 BRI AL, 2R AR BIOL, AREAR LT 24
e ELR

211.42(c)(10)(v) TG T 7= it 0375 vok A9 T AR PP A7 AE BRI, A REAR LT 4t
TRAE 1 % 1 T AR AS

211.58 T e R IR A

211.56(a) T i ik AR RS o O S

211.42(c) 6 AR08 X SR B A R B 15 TS JRNR IR

1.2 MHRA &1

1.2.1 MHRA fr#ik#E MHRA K2k
FEH 3 Bl TRV P2 AR
IR Y DL K 28 R B R 2R 51 R AR . A A 4K
PR EARE ARG — KA (5 4 & AH
2 RIS 2 R AR PR SR AR F ) o MHRA KSR K A
JE HEER P IR R AOE AT A, Ak 7 0
B 4 R ) S B B — ) R O A IR R L, R
HE O il AN A )R] 1% 28 MHRA # %M,

1.2.2  ZiAE R BT L MHRA 24 € #
AE S 18 BURT B 7 Yk PR B O G vk B DT R AT A
A ERREI L, AHIEFT AT 2 VAR S 4 2010,
2011, 2012, 2013, 2015 K 2016 4E. A 2013 4F
ZHT MHRA 8 B 70 B fi 2T HL A 245 40 #7

AR S, EFEES T 2013, 2015,

2016 4F 3 FRIR I LT, SRR 4R
) FEB 7)o

=4 MHRA 2013, 2015, 2016 4 25 44| 5l #6 & % & S it

Tab. 4 Inspections for pharmaceutical preparations of

MHRA in 2013, 2015 and 2016 ®
R EAE] HoA X B¥
2013 4¢ 482 148 630
2015 4 224 79 303
2016 4F 242 82 324
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2015 FEF1 2016 4F, | 5 Bt 5 & &G
EBANEH IR RT 10 TUERED TR i 5 L W3 S,

=5 MHRA2015, 2016 £ &AlbE B, 5%
% KBl

Tab. 5 Proportion of buildings and facilities, equipment
deficiencies of MHRA in 2015 and 2016

T B A SRR/ B K/ i E%
2015 4 418 3176 13.16
2016 F: 586 4974 11.78

1.2.3  ESELASF MHRA 2016 4F 25905 506
)55 BEilS W& R A DL 2.

709
60
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NIEL S
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BRI 2K S
B2 MHRA?2016 F 29 # e E ) 5. %5 7&Kk
fa & 3 oA 1R
Fig. 2 Distribution of deficiencies in buildings and facilities,

equipment for inspection of pharmaceutical preparations of
MHRA in 2016

K 2 flrs MHRA 255 AHSCAR & 5 Wit S
SRR R B 2 A LR 6.

6 MHRA 5[4 45,5 WA &
Tab. 6 Corresponding table of MHRA deficiency terms and
contents

xS BRBE N R
309 Aufil X BEAS AT A FUE TR B I B I L R AT &

341 RIEGEHTTEEI R . FRE . DA B & AT IR
WS ISR, RO I S SRR TR B BOAS 52 3%

334 AEPRRIR. W, 4P S TUE AR

32 55 B A A 4P ORA

336 ORISR B AT WA R e A

3.6 o UG ot B 5 2R SR P 2 R S B4 242 7 8 e

33 J ) T 2 B R B L R X 1

34 B LBl B HBE N T 55 B B0 A B 5 A7 7 SR

3.1 J7ln B Rkl . Bt BIEAS AR R e PR A ER

755 RS BIAT R« 2226 07 sXAS R T I8 22 5 A5

Principle
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1.3 CFDI f & 155

13.1 SRR ERES M 2016 42, CFDI T4
FEFE T Mok R A b — SRR ik Bk,
b—4F CFDI #47H) 25 i GMP AIER A 25T
WA= . P H 2 — BRI A . 250
GMP EREFIGE . 2585 AT R A A e 11 24 fh B AR
7 A A AR REATIC A A 0L, Ty
Xt EEa T, AHETTIEH T 25 dh GMP AMERE & 24
it GMP R4S 7 A 11 245 i B A0 2B = Bl A A4
NEAEARIR, 2015—2017 4E, LIk 3 TR AR
G IR 7,

#&7 CFDI2015—2017 4 % & GMP it & . 25 & GMP
RER TR OHEFNE AT ERE R

Tab. 7 Quantity statistics of GMP certification inspection,
GMP follow-up inspection and overseas production site

inspection of imported drugs of CFDI from 2015 to 2017 X
%l GMP Zi4h GMP HEOZ R4

B .
2015 4 221 181 25 427
2016 4 16 204 7 227
2017 4 428 51 479

2015—2017 4, ik 3 KA b RIH) .
Vot 5 Y 2 S IR BB o EL I Wl L3 8.

#&8 CFDI2015—2017 %4 & GMP A iEfe & . 25 & GMP
Rttt oy aFE= ARt . RlEHE
Rokfa &

Tab. 8 Proportion of GMP certification inspection, GMP
follow-up inspection and overseas production site inspection

of imported drugs in buildings and facilities, equipment
deficiencies of CFDI from 2015 to 2017

A JUR B U BRI/ BRSBTS E/%
2015 4E* 638 3388 18.83
2016 4 410 2597 15.78
2017 4 763 5004 15.25

e *=[F 2015 SF LR HR T A ORTRALZ S GMP R ER G 7 5k SR
[tk 2015 4F Hi vh X 4045 2 i GMP A UEAS: 75 A0 3k 1 24 S B b P 3
IR A R B AR

Note: *—Since the total number of defects in GMP follow-up inspection is
not provided in the 2015 annual inspection report, the data of 2015 only
includes the number of defects in GMP certification inspection and
overseas production site inspection of imported drugs.

1.3.2 @SskiE AT 2017 25 GMP ERERR
AT E KA AR 3,

K 3 Frs CEDI BRERG A b il B %38
TR ATTR B 2k N R LR 9.
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Fig. 3 Distribution of non-compliance of GMP follow-up
inspection of CFDI in 2017

R 9 CFDI REgte T8I &G W2 x &R (KB A 5T
B, FE0)
Tab. 9 Corresponding table of CFDI follow-up inspection
deficiency terms and contents(the content is defect overview,
not the original)
kT G 2
86 BARAMA N EHRASILFNESNE
90 R R BRI vk v R T A3 9% A R S5 AT R HE A R
AR RARATAS 2 B 1 R AR IR 2 S5 B A FH Y R
87 AR REIR IR 4 2R
58 Ofilf DX I P M A B AT I RN A R
Ol Azf=fOi el RO RERA 2. A (X3, URERERIM
T BRI RR RS RFE SLPRAE R
80 R RE B AT PR GRS TR ERAE AR, B ALk A A4t
B Zid s
84 R RIS B REAT A M
48 PRGBS AT WA RGO, R KR
R M A A 2R
75 AR DORSFRERE . REAFE TR

1.4 L TAE A GMP NIE] 55 B e Rk
B3 73 A

141 SRR 201402017 45, I8 25
GMP LA & M4 & KRB 530 73, 70, 52,
45 Z3IK, WOt B A SR o5 EE I L LR 10,

F10 TT4 20142017 £ % GMPIIE) B . kS
&K G

Tab. 10 Proportion of buildings and facilities, equipment

deficiencies of Liaoning GMP certification inspections from
2014 to 2017

Efr s B B REREE/IT BRI T 5 Ee/%
2014 4 190 846 22.46
2015 4 164 829 19.78
2016 4 95 568 16.72
2017 4 81 468 17.31
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Fig. 4 Top 10 deficiencies in buildings and facilities,

equipment category of GMP certification inspections of
Liaoning from 2015.6 to 2018.12

K 4 Piosil T AR GMP MR &) )55
B -5 B % R B N A LR 11

/1 A THGMP LSRG KGR B x B & (A A A B
FamEa, 4 &)
Tab. 11 Corresponding table of Liaoning GMP certification
deficiency terms and contents(the content is defect overview,
not the original)
kT BB A
90 R B AR U AR Ak ) R I A g A 3R S5 R AT R HE A
i, MHRICRRAEA Y, Bk AR o 52 Fr I Y
48 T RGBT REEAT RS OO AR AR, R X R
TR B2 I AR 5 Bk
T IR T RSN bR A R
87 AR HERSI IR EE R
86 WA, 4. RFILRATEE
75 XER. IUREWERR., HETHFGER
84 RILHRAEFUREXT A5 HEAT A ROE
72 BHRERL dEE . RORRARLERR @I BORSE R AF 8 ST
58 Al DX IR BE M 4 ORI SN R S TR
61 fih. JRITWRIRA R

2 FDA. MHRA 5FE] B5i&Ht. && A5
BaxtEE o 4f
2.1 EIRT A IREFIAS B RE A

M 1 R PAE H, 2014—2018 4F, FDA it
1T 05 24 b R B AR DG R B B o 1 839,
1881, 1881, 1577, 1292 ¥k, Hr3EE s
A& Y 50%. FDA BEHITRERBCZ, B
0 R 2 R A I 24 M L AA M ADG ER
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FDA XA akfs BBl A & 45 R A — e TR
AR T A A BRI AE AR KR

M 3 FHa LA |, 2013, 2015, 2016 4,
MHRA #EAT (1) 24 oAl Gk A 73 798 630, 303
324 Uk, HAgeEE N R AR S 75%.
MHRA A 25 JCE 1) T B -5 W B G 9 n 5 1 24
BHAINTAEE G, Ha e 0 AT Mg —
IS MHRA K for 25 B2 U0 1) FC IR P, R 0kt LA
Ao AL — B R E R AR O EIX A RIS
F R 2y i 7 R B KR

MFE 5 REfPLEH, 2015—2017 4, CFDI
FEITHIZE 0 GMP IMER . 2550 GMP BREE
o A5 FHAE 124 S AN A = I A A e il 427,
227 #1479 IR, Fodr ik 0125 R RN AR P Bl e A
) 10%, K CFDI T 4F SR HEAT 1% A 24 i
GMP HA B AR KA E L ARR T 3R E 25 8 2 7= 45
)3 7K
2.2 GRFAIUEL. 2 GE BURIEREE o LG L

MFE 2 HE LB H, 2014—2018 4E, FDA &
) 483 FRERFETI AN 2 997, 3 626, 3 500,
3343, 3 344 I, k(1T Ek a2 0N 1.63,
1.92, 1.86, 2.12, 2.58 Wi. fEfTAHET, | G
55500 . WSS BRE o5 E 2 N 18.28%, 19.33%,
21.34%, 18.30%, 19.19%. FDA FfARER A 5]
NERBE > R, AT 53 2070 X A 2 17 00 A AR T
fili (1) 2L Al b ke K A 2 SRR T iR B 2 (No
Action Indicated, NAI). H JERHE M (Voluntary
Action Indicated, VAI)I& /2 5% fil] % HUEE 24 (Official
Action Indicated, OAI), Ffift—20 e /& & B X 4
bR A T E R G 4R 4

MFE 4 LB 1, 2015 F1 2016 45, MHRA
RATHZy bk A HEAZ AT 10 Fo S8R e 200 %5000 )
3176 #4974 T, K- 26k FE R 5 il o
10.48 1 15.35 Tji, % [EF] MHRA {6 #x DL [E [
WA, MHRA ks & bR dE ROl N ™. fERT
HEbad, TSl % &38R 5
13.16%#1 11.78%. MHRA FI#6: 7 4% FE BK B 58— A
e, REEE N 3 NER, N BRI
F R AR AR ER R, R A P R I O R i AN
KEFEHRER, MHRA B L R BN S
fF IR R T, FIASEALTT. 2015 4F, MHRA

FpE BACR I 26524 2020 4E 5 H %5 37 55 10 1)

KA B 24 A A HEAS BT 10 AR Bl B 00 rp S B B 51
T, EEEREE 924 T, JAMBREE I 2 201 T, A
I AR OCHRERIE 0 T, REEER
107 Ti. HAhSRFE A 311 T, 2016 45, MHRA
RATHI 2 I HEA T 10 F0 S 6 I b O B B s
143 T, EFEEE 1 440 T, HAhERS 3 391 T,
Hp T 5w, ARG 9 Tl FZE
B 113 T, HAhERFE R 464 Tl

M 6 FafLLEH, 2015—2017 4, CFDI
AT GMP IR . 25,5 GMP FREZRS 25 FidE
124 5 B A 7= B A 2 3 47 B R BB 250Ch 3 388,
2597,5 004 T, £ 25 (1)~ 3k 20 & 53 0 o 13,77,
11.44, 10.45 Ii. fEfrAEBES, | H 5%, %
HREIE N 18.83%, 15.78%, 15.25%.
T E 5 GMP K sk [ 2> 205 KRR L, 43
7 VI o 37 T R 7 P Y R A8 W
R AN R B T BRI, S Al SR B[]
GMP iEH. AT15E— RV . 2015 4, GMP
PAIEAS 7 Ak 1124 5 55 40 A 7= B 3 46 2 3L R B ™
FERRE 10 T, FEEE 269 T, —BEEE 3 109
T8l 2016 £, GMP MFRIE . 24505 GMP BRI
A6 2 AN 1124 5 BT A A2 7R I A A S R B T
B 25 T, EEEREG 253 T, — MR 2 319 T,
2.3 AR A S

MG ) s S Wit 5% I8 AR B ok
Fy SEANAIRZ w8, a0 SR
THERPE . BAT AR, W& IEM A Y, 4
MAEABEA B AR PERRUE TAEA Fr nsa 545 .
ANFEZAAET, FDA B 5 B4 AH I LTIt % 7]
WA E] py 53 . W& 2B, FDA 5
MHRA % T HUEFR MG ER 2, 18R E &R
DR DR X EZRR G Z .
2.4 BRI

T EPAT B GMP FIVE R B EL S RN 2
O E R RS ROR E K, B A Rk
BRI T LR R AN 4E R AR I [ A R AR A
R, WEE AN T S AN [] s DX ] 5% 1) 245
AP RS EKF . IR CFDL) 5 5 e
WG LR E, Bihi GMP St f5, FE A
7B S W B ZRIEEE & LLATE 16% 54,
X 53 GMP IR SE b, Al b5 %ot %
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