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Data Analysis and Alerts of Unqualified Ointments and Creams Released by
NMPA Drug Quality Announcement

Zhang Cuilian, Xu Tingting, Wang Biao, Li Wenhan, Zuo Wei, Liu Jianru (Department of Pharmacy, Peking
Union Medical College Hospital, China Academy of Chinese Medical Sciences, Beijing 100730, China)

Abstract Objective: To analyze the unqualified list of ointments and cream drugs released by the National
Medical Products Administration (NMPA) from 2017 to 2021 and sort out the prominent problems in order to
provide references for confirming improvement goals and improving drug quality. Methods: In the interface
of “National Drug Sampling” of NMPA database, “cream” and “ointment” were used as keywords to query
respectively. After extracting information, Excel was used to sort out the data. Then, the drugs were classified
according to their names, production batch number, inspection basis, unqualified items, label manufacturers

(source, place of origin), sampling types and sampling source, etc. In addition, statistics were performed
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according to the percentage of batches to analyze the proportion of incidence of unqualified items from
commericial drugs and hospital preparations. Results: Among 39 batches of unqualified cream samples, 21
batches came from commericial drugs and 18 batches from hospital preparations, accounting for 53.85% and
46.15%, respectively. Among the 21 batches of unqualified cream samples, 61.90% were extracted from national
drug sampling and 38.10% from provincial-level drug sampling. As for the incidence of unqualified issue,
42.86% were due to “content determination” and 23.81% to “loading difference”. 18 batches of unqualified
cream preparations in hospital all came from provincial-level drug sampling, among which the incidence of
unqualified “Assay” and “Minimum Fill” accounted for 37.50% and 55.56%, respectively. Among the 8 batches
of unqualified ointment samples, 2 batches were produced by pharmaceutical enterprises and 6 batches were
hospital preparations. As for the incidence of unqualified of cream and ointment samples, “Assay” accounted
for the highest proportion, of which creams and ointments accounted for 38.46% and 37.50%, respectively.
Conclusion: The distribution and incidence of unqualified ointments and creams produced by pharmaceutical
enterprises and hospitals tend to be consistent, and the common risks were focused on the content control items.
However, the prominent risk of hospital preparations included the unqualified “Minimum Fill” for containers
labelled by weight, and the batch proportion was 55.56%. It is suggested that pharmaceutical enterprises and
medical institutions should further improve equipment and packaging so as to strengthen production process
management and comprehensively improve product quality.

Keywords: drug sampling; ointments; creams; disqualification; incidence rate

BESIVE RN RIGIRE FH s 29558,
MEZK 2y 5 B PR ( National Medical Products
Administration, NMPA ) 2N B9 24 St S5l 2

A, ST B o S TR AT, A A S 7R
e R ER T B S BRI 2%
LS S &35 327~ B DN s = ]

RELEFRA13415 (E71308%% . #EH133%%) |
BOBEXAT545 (FHP7735% . #019%) M, mz
v A R IR 4 [ I R A 2L 5 O 2R R B
il 790 SO B, T R 5k T S5 AR A 24 S T I PR
BIT R R EEANE 2 5 R PR B I R
A E I, Z5fFEmARE (L
N FREG A ARAS ) X TR 25 WA R EAR T
B H 202 148 [ 52 24 5 b A A7 i A3 1 b A
HER RSN RIBAEEARR S I . Hrp, A
R OReAER . FUER . RN OOIRAR,
53 ) i X 07 55 Y A A S AR 190.2% . 0.6% .
1.4%. 0.5%. 0.6%" "kF&, HEL=MAEHE
A SR HEAE KBS R e 7, 2 BH 2L 2 I o G T
R 5 % BB S RLE Y RIG IR & 250,
IR e B R B FH 245 R B 2L 298 (37.7% )
BE12R (15.6%) , —#I553.2%., 456 W)
RURE i SR P o BT, H R i S XU B
Wil T —8 . AR CHBENMPA K A 25 5 B o4y
P B3 1 o ) R () R AN B A T B R A T A EE . 3

zhgysh

IR B IR 38 8 7 i it DA s 247
fif 0 o it 5 AT RS R
1
1.1

ORISR T-20224E5 H 24 H % 5 INMPA J) 2
BRI RS, 6 “EEZGEMmE” Y s
1, VAFLE . BB OGS R o B 1 S R
1.2

WA AR, RS L AR (i
an FTEETT LR IR ) L R (52 Sk
AT ) | ks . AAsIE . b
IRAETEAN A FRCRIE . 7= 4b) . kG 2] 5 A
WX R AT IR, DLk E st
3R LY Ry T B 2 5 5 BT LR I R C DL R
FREEBERIF ) M H AN AR, R 25
A BRALES , WA PRI A S R . B
o, T ESRIRA 2 AR RS R 2
YR~ q (17%) , BEIFILRS RS
PECFHRA ~T (20%) o

IS P &) b §



1080

2022 9 36 9

1.3
P B 1 B PR L FR N A Excel 4%, X Fik

TORRIEA TR G b

2

2.1
FLEHHEME A AL 4655 510

%, W R nREm R el 175 . 11T E

STHL20 K S EMAE 1K, Hii, RAEHE

B 2] T A R A T2017-20214F | 0B R

5.13%

REEY

ERERN
5
LR 3=

ARYE (FRBD
W AR
nEERNE

5.13%

2.2
3OMA G ATIE FHE = M2t . &
53.85%, tfEEZZy s (LU f@iFREH ) 13
fit, 561.90%, Ay adhts ( LI FFRHbdh )
8dtt, 1538.10%; I S 10-1~48 T Hiufh %) 2= B 1 )
1841L, [i46.15%. TE3OHLFLE = dhrh, &5
WG KRN 38.46%
2.2.1 WEILEI MG AT
21T 8 R A% FUE IR T 15K 254l A 7=
104N R, LI H AN A48 kAR 5 L B 1 fe
B AN AR I042.86% , HLUR 2k B ]

T2017-20204F My i d A5 o FLAE MR EE G
BIJE, MAESTTIRAAS 2 3odt, HA
w5 R G A% R AR i LR, OB
SRR S AR B E W K8 fFl (8
ft) , RSB SKES A 5252 5 A
b=, HAA BT H A A4 &R TE
UANES b EiE YR RS W Ny Y aa RS S [y
o R -

BEEY%

m )

m 5] (TLC)
SRR
mEE
ORI
A

123.81%. J WM AR, R T2% L
P “HBRETELE . BRI VK R I S & 07
B FERINZLE . AN EAR (5 B 550 H A #4551
AL SR B; MAFER— 7= ] GO IR SRR U 37
Gl .
2.2.1.1  [MPRHELE A SR B

A A A S 3HEE T 28 T 925 25 S A e
Al EHREE S A R BRVEA 3R
F, Hodr, S 2160020098 S A H R 22N T
Lperai, JEFE—ZOARL . e (5
A1089 ) RILZREHIK . HHIAEEIENREL,

1
W (A% 5 FA% it ANERIH itk el Azl
2017 4F55 165 %5 HIRWKFEME 10 mg; EERRINZE A 216002 %) (3) AR i i a
1 mg; BRRHIE R 3000 HAL 216003
2017 4B 1155 A1089 et Hodh Zi{i b
T RBARIRE B AR o
zhgysh

’?7 AR @l CliINESE PHARMACEUTICAL AFFAIRS



2022 9 36 9

1081

2.2.1.2 EERIR I KR T A SR E I
TR GRS RE A SHETR T 2525 A A

i, Brog e AR IR B K 84 T B A [

A RIS K MR BE 158 JLLA 2 e A= i

1605017 s AL E SN 55 . 0T, IR
TLIRAET, T 75—t 5 1603027 SRR 56248 .
AP XS At ARG AR I B B S e, B
G EIELER2,

2
JLAE Eiins it R R (s ) 2N e toa| 4
BERR AR 0.019% 160302 24 IR . BV ) Zifp e
ot 0:3% 160401 4T () g e
160501 ZHERT (SN 07 U, VIR ERoae
275 150503 BEBE (VTA%) ZHE: i d, ZIE: Zifte
275 150401 2R (7)) ZHE: Zifed, 246 Hife
1) A RTEE RS AR R A S AR AR 2) BUAR “Er7 MR M d B2 e 477,
Ferh Rl i 20 2 A SCH Ak
2.2.1.3 WEEHRMIERMILVEMGA S A%, WA, HORERSIH S5 BT ILERS.

T
AN ST T R b ZE R A FL AT 3 A s ML

Forpr, A3 5 R 2 g SR A, iR
SR N

3 4
FikR Eiinc ANEHEIH Eititive ]| K ity A Az Aill
20g: 15mg 210831 AR B Hiufh 2 f 2ifis f
10g: 7.5mg 170414 e, frm (HWIERM) EFEi 1% B Zifs g
il 1706402 Pk, o FElfih 24 h Zif h
=il 1706403 T FElfih 24 h 24> h

22.1.4 B2V E A RIER T A S ST
HHRAR B

K HOZ LA M OMA S FLE W S TR 250
Hrp, Aoy i BRI 2 E 2588 ( Chinese
Pharmacopoeia, ChP) . FREH “BiEigHILE"
5 TR MFLE” AR 230 O AR 2 bR

zhgysh

HEWS1- (X=075) —2005ZF1ChP20204/R —5B4h,
HARSF R ChP20154E I =8B, TR B FLE 1Y
AR BRI R4 . XOHEA A% ZLE 105 H KU
R TPTEH AT AT S48 AR A 1HAT7.77%,
H A YIBREEAG A8 K3 A (RSP 451
fit) , 33.33%.

e piaRaciUTcAL A RS



1082 2022 9 36 9
4 7 9

BTN HAK EiiR=) AERIH il el Kot AR Al
S5 verE ML 25 200901 (DGR S 2l 2R i
R .5% FRE15% 94200403  H:kt EEEil 2R 2]
WIS L 1% 201001 (ERON el LR Zifck
ST 0.03 g/g 210202 AW Hidh Hifeg g
BT 5 L 10g: 03g 171018 A= W BR 2 HAh ZH R 2yl

(i ST )

PRI SR AN FLTY 10g: 2.5mg 8418152 il Hodh R Zifm
R ZEISHE  30g: 03 g 20180302 A XM Hiifh 2 {n 2 {n
NIRAMMLRFLTT  10g: 2mg 210802 (DGR S Hodh 2yfef 2yt
10g: 2mg 170601 ES Hifih Zifio Zifiro

2.2.2 FEFEBEHIFIGAAA%ZLE 2 A E R

AN B A LB 2 R B il 00 1 8L 4 7 HL YR F 104
B, SRk igedlt, fmd. Wb, I ARE %2
fit, EmRE, K. TR WIRS . MR L VLR
Wik L35 RASHEETFH A = B8 i, 5
AL AR 946.15% , H ¥ ik,
VR T LA HAE S S K RSP LA B 64 B, o
NGRS FL B IS B B IR B AR 1933.33% 5 B L1
7 LA B2 B i 350 85 K O~ T i LOZR =57 ALY

ALFR 120 AL (124t ) o Ho™N RS A E A S
¥, HASREALIKN55.56%, S RNEGHIKRZ.,
1933.33%., M 5 B IEILRSH K6,

2.3

REAGHE W K255 8Fh (84it) , H¥ b
fie Horb, st EEEHIFledt, HedltkE
Bt il 71028 25 5 S HEA RGN BT LA . BARSE B
TENLFRT .

5 6

. o R IREATE IRZEFLE HZEKAD .

BOREE UL e : : o kL
IREAFE (O/W 1) (o/w 1) Ty AL
Kk / 20¢g 20g: 3¢ 30g: 45¢ 20g 20¢g
e 170604 20180611 180903 180323 180815 20180709
BEIFHLIY A B C D E B
AEAEIH Ey B g $eip $eip Pl g B
LS oA SYZ- EITAST EETIU SYZ- SYZ- SYZ-
HB-084-2004 7| G brifE WIFFEEEARE  HB-001-2006 HF-044-2004 HF-091-2005

TE KSR I A LR PR LR R AR, A AR U5 I R RS0 R s/ R BRI B R AR

SO s ACEUTICALARAIRS

zhgysh



2022 9 36 9 1083
6 12 12
ETEA N Bk = B HLIY AEHIH KA
SCRFLE 27 20190929 F £y #] Q/YH-2005-150
R FLHE 170501 G Ptk ekt (CH PR BRI HLA I FAIRLE ) 2008 4Rl
PHFLH 10¢/ 20170912 H A PIRREE CREET BT LI HIRIRLIE ) 2016 4FEAi
BEREFHLH 20¢g 20170804 . i E BRI ARG 0 T A
B 7B20110872
FABRFAFLE 10g: 10mg 20180705 J i E ChP2015 4FR
I IREFLE 20¢/ £ 190601 K £ 2R 241 “FH201800885 #F 1 brifE
HITIRFIAT 30¢g 20170302 L Y - A QLIRS BRI IR IR )
SRR
AT ELTY  30g 20170307 L I E ChP2015 4Efili —#B
e ORI 40g: 04g 20180131 M Pl Y A A8 B 7 LA T ) o
B ~Z]-0005-2016
TR E R L 30g: 5¢g 20170206 N 3 CGIAAEB BEBERIF ) 1999 4FAR
WIEARRK T FLE 5 20190715 F ekt i) Q/YH-2005-152
WA LRI 20g: 10mg 20180314 0 £ VLR BT R
(0.05% ) JSZBH200904837
7 8 8
AT e A KA ot o e
BT 190505  02g/g K ChEEBHFIMGE) 75 P Hodh - AR
259058 i
RHRKHIRRICE 190531 20g/ & KiE (U HREBETIHR - P Hodth - ) AR
) CE)
it KA 190501 RbRiE EEE BALE B R Q b - L
B EbRE
AHRWE 190126 0.01 g/g  EiE ChP2015 4F R — & F2TR 0 G | I
JIRE2(E)7RE¢ 170214 30g YR A 7-7J-0532-2010 R Bl - BIEVT
SRR 20170324 50¢/ & 400 CHZEERE ) ChP2015 4RRR— S A - Wi
SOTHERIECE 1702001 ORARIE ST EENE CHEGRN ) NMPA BRIE YBH00962013 24> Q -
W TFER T 20190510 30¢/ & 2 TR 48 BE Be il Al AR e T Hodh — VT35
JSZBH200903637
zhgysh

s riaraceUicAL A s REgi S



1084

2022 9 36 9

MBI BT =G, S5k
ANEMEHEK42.86% . 23.81%; 1 1841 2 [ il
FIMAEREZLE T, S SREAEH 5 R JEA
W IH33.33% . 55.56%. FESHLIRANAHEHEH, &
ARG MR TS, BRI, B
N R Z537.50%; T ARG MmN
EREhIF, RAFRN12.5%, VI o5 REI MR
BRI RGAE I H AR R, TS i 5%
DR R, G564 IR ST, R
SR ZG Al 12 7= 128 A S AR B i . it
AP R, T R B 7 22 SR T R B A AL
PESE LT, R A sh ik o2k S mihs ik &
R B s AR B A GRS AE DR IEAL R 1)
AN R A T 5 7= St TR BEdl ). ml oL, e i
AR 55 A 7 ek R ) 1 2l Ak AR R R AR ) e = AH
K, AT RES TR bR v A R0 e
SRAASE . R EE R 257 B B KU Tl R,
SEA MRS AR, BAORAEMERRBOR T 32— 200
A= T4, DHRR YR AR5, Jfid
U R AT iR M . TSR AN A
[i) R 7 A 7 R AR S T 32 2 5 AU 5 el e e
JdE, IR U e A MR S s A
R ], NI AT AR T A T, DA
PRI R 259738
3.2

SCrp AR TN G A FLE T
TE3OHEA B AEHER H  HiK66.67%, AUBET
] R WA T2 R A e KU e, [RlR, o dd
AR TR AR S AR IR IR, I DA AR i A
TRT TR, ANFE2, 3. 5. 6. TRIARAHKZ
S e RN EE, TENSE SRR VKR
VAT A B A 2 A A2 5 IR o A RO B AR Atk
[129.79% , 28RS, HARRE N
M=y MR 6Fh . JOF 1RF, JR10dt, £
FEBETR FURMA VK A FLEFSHE (Edhadlt ) . B ESR

VOB i iR CEUTICAL A

HZEARANFLE A (R34 ) | 2 AR 1
He (Hidl) 5 BEBEHIFRIE 4R (4L) |, f35
HFERAN VK FLE . RERGFLE . Hb SR o Al L
BRI RE L 45 14 . 455 NMPAZY i i 122
AT ST . BRI 5 oK R R R SO B ok
B, BEHBRMZERNILE SRR KR ZLE
SRR AR S 1L SR R, R L 5
SE I S S B R SRR R R
3.2.1 K IrBATRHLFERMNFLE E sl 5 2
A A R R

ARt T T b SRS | A8 i 5 3 A A 3 AL
44y, WIENMPARS A H S H 1014, 768
A5 5 v fi 1) 52 R F LA TR i SO B R T
BHhi. FIPAGH = matErhfEE 3, BN
FHRAMFEIE . Hrb, 254 L™ SR
FERS B B/ATFE, MR TZihy™ M2t AR s
ST B AN G A B IR R . S5 A R IR
P ChP20154E R B 5 HPLC B 5 LT 12 Hb, 2 K
a5 e AR FH G C 000 2 o5 i -5 v i 25 1R
AR i 3 430 R R L BT e DR R 1 1 AU AT
FEl AR i o BN B T e A T R e T 3
R PRSI E ) AR A S s, R
ARAE TR FERTC R R ) A SRR KRG s, DAk A
PR e, HE I OR R A A A R A o
ek,
3.2.2  [EHNFESER TR FA VK FLE SHE A R A A% ]
5 R

P2 S SR TR RAN0.01 % S5 UK 0.5% , 'S
LRRE BRI, AR, U BUIER, 2
PR 2 5o 18 5 NMPA R 3 Kb 2 1) A8 5% 24
105, W10 RN, WS HOR A% e
A SHLIR H 2R A=Ak, Al 2 e = fh3dt . 24
WdZHC e 24t AR E BT A
BRI KR o S5 TR 50 A o B 5 2 S A
AL 27 24 it b B o T SRR HE SR — bR
WS-10001- ( HD-0295 ) -2002], H.izhrifE i A xt
VKRS e R, AT S b A S B
AN ) R S T TR SRR A o B AR A bR . B K A
WA A RN, HAE20104F B A SCHRT i

zhgysh



2022 9 36 9

1085

CYLENE 3T RS AR BRSO
FIGAL T REBIN T VKR, FFER A i A B A v
kT & B E BT o INZITI044FR,
BEEBAML, CAZRTHCCEMEH T 531
B b okor S R B U W ARGEIGE , AR 5T
EAMERE T SR

3.3

X B A N A 4 2L 7 A I H ke
B, dE A2 B B 18R & AN A A 4
] RIS IR IR 1942.86% . 33.33%; i H., 8#tiX
ANEWET, SEAGHZRIE g2, &
Bl it BRARMNRIE , BE B il 37 S ey 5 it
A ST =5, (HNTER R AT e 5 B
TR 5 7L RS = e il 79 1) o e v o HA
B A e I H AL F OIS 6. TR
PEEE AT S B R R R, R AR 7 AR E
KT bR, BN DAL A TS T A 43 B
TUH, BhJii e i e . iR BE20224F 1 1 R
iR 2 d S I e 5 = NN 7 UG E A B = T 22 ¢
B3R AR TR, HATE 52
B “GCHRMNE E L h WA i . AR . KA TR
i 1) 7 it s HPLCYA DN 2 $h R A P B 2L b 4
TR AR it s SRA T DL B VA e Y2 K
BHOKR G BESFRAE . BT 30 s
AR R SRR S BN AAR AR, EEIUEK
B FNFLE 25 b T b R IR S R S s
&, EAE L E S AR ORI, DA
FHRA 2 AR T B Rrse e aF k5 42 5 T i A i AE
LA P M ST, SRR A A i SR I
B, B3R THIR A%

3.4

HETNMPA KA 25 i BT A AL A TR AN A%
Feanfi e, Halid BA BT R R S AR AR v Gk
IR R i) DX (A AR A B, BUEA SCTE
AFLE HECR R SR 1 20214F
R EAIRAEAR o2 i A5 0 B 361 EUR T
Pl T L AR HEAE AR A L o (s rL

zhgysh

2104k, REML, AEMFL43%) o BEARI
JET2017-20214F i i &5 KA 39O G A% FLH
FIRL ARSI AR 8HRE, 202 14
B SRR A A R
B B BE il R 2 1D, 2eSEUME BRI A2 1 ifg
T 24 WS 1T XF 224 = B a0 ) RS, v 8, i LY
AN G A ZLE b - B R 0t v 8 5 Ll A g
BRIMF, R TR E A PSR A Rl
TR v XU ) 26 45 o Ao A 0 88, AR A Tl i
24 ity A O A L KU B A
4

AR S5 B 3O L 5 SHEACE 7 B S A A%
Tt F A T AE B I SR I, U ) R
P el NS (TR (a1 bk o P o B e SR S e R
ZEA 20194 KA € 24 i B A A R 90 A5 BN )
FUCHIASE TAER, “HARBR . HAEh . %38k
i, ARk P, @SRRI 2k
TEX AT, GeEhil e kiR, $Reil
Az 7= FARTUR % REFLE S R AR 5 SR
BaicL bt 2N 55 A A SR U Y G o B 35 e
R B, BRI R, e
AT T 7 i O A s 2 R A S AR
PRAVEL SRS, PRI . AR R S M 4
SRR Ty, (0 RURS B 45 ¢ EUAN TGRS, fidr
24 A A SR T A, DA B R I R ] 2
LEA,

[1] FEZRZ SR, BAE4I[EB/OL]. [2022-05-24].
https://www.nmpa.gov.cn/datasearch/search—result.html.

(2] 20 M. FEZ R (2019) 34% 24 it
A A BT ML EB/OL). (2019-08-19 ) [2022-
05-16]. https://www.nmpa.gov.cn/directory/web/nmpa/xxgk/
fgwj/gzwj/gzwiyp/20190819083201949.himl.

[3] A2 . A2y R AR (2021
) [EB/OL]. (2022-03-21) [2022-05-16]. https://
mp.weixin.qq.com/s/iKh—x2xRICMOIt5xWkRgfQ.

[4] EZL5 SR, 4245 R EK[EB/OL][2022-

05-24]. https://www.nmpa.gov.cn/datasearch/search-result.

IS P &) b b



1086

2022 9 36 9

html.

[51 VF5m, F&, HEE, 55 HEpcadhf & R
A P i LA T 5 J3 (D). I R 2G0T 23
2019, 17 (5) : 79-82.

[6] hAEANRILAIEZ M. —F[S]. 2015: 826.

[7] AFPERE, BB, KT FE. A 5 kI E S R IR
BRSO FLE TP UK R S (). TP E 25, 2010, 19
(10) : 49-50.

[8] MKk, 07, ABEARR. VKRl F vk A (9 BT A ],
BEPiHREE, 2012, 33 (1) : 94-96.

[9] skih, wEE, SFMH, % GCRE AR ik

SRR i cETCALArARS

R OEB) S &) P22 SRR HL, 2013, 24
(2) : 191-193.

[10] XA, HHRE, 80, 55 SO EN @ L%
BB TR A L AT AR VK R R (0], R E 2
2014, 23 (7) : 31-32.

[11] B2, %5, BET8, % G HERBERILEN S
SERESE]. PEEZREE, 2015, 5 (13) 33—
36.

(dfm B # 202245H31H %iE 4AF#%)

zhgysh



