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Abstract: Objective To provide a reference for the revision of the Provisions on the Administration of Drug Instructions and Labels.
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Methods A referred to as centralized

total of 137 drugs (hereinafter

procurement) used in December 2012 were selected,

through the centralized bidding and procurement
including 126 national and 11 provincial centralized — procurement drug
specifications. The pharmaceutical excipient information labeled in the the drug instructions were found out and compared with the
relevant information (up to March 2022) in the electronic drug instructions of the original —

MCDEX (V 3.4.3.0). Results

pharmaceutical excipient information,including 82 oral preparations,seven injections and one aerosol inhalation agent. There were 96

patented preparations recorded in the

Among the 137 centralized — procurement drugs, 90 drug specifications were not labeled with the

centralized — procurement drugs with the same dosage forms and specifications as the original — patented preparations. Among them,

55 centralized — procurement drugs, like the original — patented preparations, were not labeled with the pharmaceutical excipient
information (including one aerosol inhalation agent and 54 oral preparations) , there were 15 centralized — procurement drugs
labeled the consistent information of pharmaceutical excipients with the original — patented preparations, and there were 26

centralized — procurement drugs labeled the inconsistent information with the original — patented preparations. Conclusion The
relevant laws, regulations and technical guidance system for the labeling of excipient information in the drug instructions need to be

further improved. It is suggested that the relevant laws and regulations of China should strengthen the labeling of pharmaceutical

excipient information to ensure the safety of drug use.

Key words:drug instruction;centralized bidding and procurement of drug;pharmaceutical excipient;safety
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Tab.1 Centralized — procurement drugs that failed to pass the consistency evaluation

o 55 a8 MLt i 2T R ‘
(X/h) ERH R JRAT ) A

1 ARG RS 5 mL:100 mg RARR ) & 6] 25 A RG] DT Biologika GmbH
2 SHIBIRAN IEST R 2.5mL:25 mg A B A AT R A TR 8] ANFI LRI AHGZHI
3 A HERE R 25 mg L7 SR A A AR G Akiyama Jozai Co. , Ltd.
4 EHRA T BB R AR 0.5g ;‘%frilf%éi%'l A PR E) FAMAR L'AIGLE
5 EH AT IE IR AN 40 mg KA AR Pfizer Manufacturing Belgium NV
6 EHAREEF 0.25¢ KR A ] 25 A R3]
7 BEBR 45 0. 667 g Tt Y BT L2 Ak R A PR B
8 AR ZABR AN DR 40mg &R 2 AR A oo AR B
9 E 5 SRR H 30 mg 34 PR 25 B A A PR 3]

10 EH A Lk 30 mg LR B A 25 e BE A A TR )

11 FOBRNE BN I AR 2mlL:0.25¢ JR k2 b Ay A7 PR 3]

12 EHAREELR 10 mg 3 PR 25 A A PR 3]

13 EHRFIER 20 mg 34 FA ) 25 oA Ay PR 3)
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Tab.2 Centralized — procurement drugs without the same specifications as the original — patented preparations in the MCDEX

(V 3.4.3.0),excepting for eight drugs that failed to pass the consistency evaluation

i) Ka b ARCR L IETR) AET % B Babk AR L 1#R) AFT R

1 AR=ZFAURA 0.25¢ TRABHG(ER)ARAS 18 EHARBARS 10g(#CHNOSH) BHEATEHLERE)AIRANE
2 Ak 40mg FHEHH B AR 19 A#51E R 50 mg )| 4 A A TN 2]

3 SERFEER 1 mL:40 mg FEHBARAS 20 EEBRFLAEE  d0mg AR B R A AR

4 RRERGHTHERE 20 mg L LGB G R BRE

5 R FHGER 30 mg LFBLE RO A R 20 RUAAESE Omg w)IEF A A R A R )

6 JobiEm A 4mg Kibla—H% 0 EREARIARA 0.5g(BHCHNOSH) BHEMTHEELERE)ARA
7 ARAAMNAEAR 100 mL:0.2g AP LR B AEEAER 3mg RAAT L5 A A N3]
§  BERBES 0.5g AT RAHEARAE U R 10 mg ARHBER LA M BRG]
9 EkERA 7.5 mg HFLHLERARAS 35 BEBAMA 0.5g KENENBRDARAE

0 ZHE% 3¢ HHRMKE T AR % ARPH 25 mg FREHHERA A

Il BREBAANSEE A 25mg TG AL LEAARAS VI 0.5m ZHOPE)H LA RA

12 BEFHMH 0.5mg M AR BTN B FREAAR 25mg TRAHHG (LR AR

13 @A 2R EMR 2mL:0. 2 mg AP L EARRAN 29 RLZE40%  10g LR A LR A RAA R
14 AlthssK 0.5g LR LERARBLARNG | 30 HEEMEE .25 BHERTHALOERE)ERAG
15 ARLEEFEER 75 mg BARRS L E ARG A RS 3 #@pank 0.2g AT LA RG]

16 ABARADBAMMESL 100mL:0.5g HAARH B R N HFkBRE 50 mg ENESEET YR O

1 kFERkE 50 mg LB ESIEY Gy O 3B Fakk 0.2¢ AXEH(PE)ARAE

TR 7 24, Z AL AR 14099 A4 11 AR #1577+, 82 4~
(82.83%) A #m 11 i BHAF B ;35 D yES A b, 74
(20. 00% ) AAREHTEHE ., 230 A 1 5 FH 2l 1
Je (30 mg) . LMl I B 9 3 90k (2 mL: 0. 25 ) TREARE 4k
T (5 mL: 100 mg) FLR A2 80 90D AL S AL B e ST
(100 mL:0. 5 g) 15 Sk AmsbRah (1 ) 3 3 Sk 1
WA (0.5 ) JTESTH B IEF(0.25 ¢) 5 1A
(100. 00% ) 55 fk. W A 500 [ W A B8 8 V0 T Mg e TR
(2.5 mL:5 mg) ARARERIEHME B .
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Tab.3 Centralized — procurement drugs labeled the consistent information of the excipients with the original — patented preparations

% EPTR s
k5 R 1 1) e PP AR A
1 AFHEA 10 mg HETHLERLEERGLARMNG  FRES(LE)ARAD L8 BREN HRRE
) BRELEAR 100mL:35mg TG LRH AR BRBAGL(LE)ARAF ATZE (RSN EHApH) GEHAR
3 ERAERBRA lg EHERPEAL(BRE)AMAD  FIERLHHLARAD YN
4 BRABBRERE SmL:5mg EHR Y N N S. A. Alcon Couvreur N. V. BERR AR AR DR R | A AR plD) AR
5 BRMRELL 0.25¢ EXRKBEHLERHTIRAHEARAD Patheon, Ine B RBAT S E M BB AKY/K32),
TR BA AT RAS R B
6 EARILKFE 0.25¢ EHRAS LR A FRA Patheon ltalia S, P. A. BT A A EE 125 mg, A ARAMEPH £5~6
(45 F12.5mghh)
7 RBIRE R 5mL:10 mg AR LR B R Glasosmithkline Manufacturing S. P. A, KBS R Z4 AL
8§ EMARIAFH 0.75¢ J N8 ELRSHGRAARAD Glaxosmithkline Manufacturing . P. A, A7 ¥ R4
9 ERAR kB lg HLERBLARAG Glaxosmithkline Manufacturing S. P. A, K&K B4
10 BELAKROTES 1400l A3 LA TR Fresenius Kabi AB HHERNAE (AR P AR ETRERAT
H(11%)EA4ik ARBESHRpH 2 AR T I ALizAT T pH
NI 20 ECE 3 F S 500 mg wIVLF H AR R Eli Lilly & Company HER AR AANA
12 ERRARSELE 0.2g A RBEALARA Eli Lilly & Company HER BRA AR SRS
13 EfREEHEZM 100 mg w )L R S R A R ) Eli Lilly & Company HEE AR AARA
14 ARERYERMAMESE 250nL:0.4g  KELAHLRHARNE Bayer AG Al AR AANA GEHAK
15 ARFRFREAR 10 mL:100 mg s BARAE AstraZeneca AB EVZ N TEEN T IR:E
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Tab.4 Centralized — procurement drugs labeled the inconsistent information of the excipients with the original — patented preparations

ss Saik %M% : EFT % | : WA |
(h181%) LYE 1) RA4A LIS T RAt#Al
1 ARARTEE  10mg REARHAARAD  ERABARAD RRE MSHEE AB- K00 TRATAYEE
WRLEB ARRY L BRRE REKEE
YS-1-T040(£A P4 E RUZEREH 24
fodk) A s AR, D e
1 ABEAIATE  Sng FLFHRLRAARAG ERABARAD M iE AARRAH LERINN BRERE
3 AREETEEH 00me LIREREARAARAD EHARAL(FE)AR uuﬁﬁz% PAARRERALD, Z LB hE R
Eif'é /A\‘;] LW%F] n\ﬂﬂﬂx;‘u}&%
4 FhARA 40mg AT RELESERAR TeijinPharmaLinited hvakuni ABRAH FARBAED BAAGYE TRET
TN Pharmaceutical Factory BTN BIERE ARTH T RLZE60
5 BBk Sml:100mg  AAKLEHAARAEG 10T Biologika GubH ERRIZREZ) LS
6 mRAAK I'mg LFMLEHRAARAD Boehringer Ingelheim Pharma ARBRAS AR 2R REART R LS
GmbH & Co. KG AR 850 i R B TR R4 188,
ERIZ 3
T RRBEAMEE  Smg FeHBARAS Astellas Pharma Furope ABEAAY 2REH BATHLE BREE 1E
B.V. KH & 03712967
§  ARAEEEE mg IARYEARRAMAD AAR(RE)HAAR HEH IRED RUBARAK BREE R
AMABT A BB AFRA R L8 6000
9 BT 2SulSmg RRAGHEENARAD ARFILRAARIR BRAZABRZLH AUHERAK
1y
10 LEEAHERE  10mg WASHELERROAR MEHARABARAD  HEB ARLBALASE KRKEASYEE 2R
A YhE TZRARRA ARBRAA BATY

Gt TARGS - ARRLELRIRIRA KL
600075 B AR B SR
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Continued Tab. 4 Centralized — procurement drugs labeled the inconsistent information of the excipients with the original — patented preparations

i Satk %% _ APTR | ~ LA |
(f1%1%) RE RAHA Ey et RA4IA
1l ERADZHERR Sml:24.4mg POy US| Santen Pharmaceutical Co., 04 RALEZ(0.0025% ), 48 A AMM EARA
L1td. Noto Plant
1 AREFREA 10mg FRELELARATD  RecordatiS.P.A. fbdEE AR AT AN RUELEREK.
g B RTRA(F5E)
13 FH%RK 0.25¢ EXKEALEARMAR Kaganiishi  Plant, Nipo L8 B&HEE TRATAALEA RUBWAL
N Pharma Corporation BToRAERA BREE TEYERARTR
AlRUHE SR AED B (K 28H) ]
4 AHERER 2 mg LFHRARRAARAD Akivama Jozai Co. ,Lid. B BRE MAShE BT AR R RS B
B4 R URARRKN B8 RHRA
15 AAMEREE 03 LEERRFALAMAG PERELAHGAMAND  EB BRI A AR R OBRARRK e RS R UL
16 EARMRE 1.6mg ERREALRGARAS ERARRET HEE BRAZH BRZAN AR HEH BRZAH-K0h BRAZALRAD 2
HFRK AL
17 4%aMn 10mg WIGARAARA  BEAAHAARAL LB TR KRARSEE RUBAREK, EREH A0hmH LB RRRE RAS4E R
IR AR A R RO RTRA LA IR0 FR AR T 2R ARRA
18 ARAREA 30 mg LA A LA A LESKARBRELE ABAIALE ARR ATRAA.BE0 BR B R RAZLIE AREE
e %
19 EHERAE Sml:30mg  ATLHLARAG Hospira Australia Py [td -~ RALH(GS) A AR LE LABHRER RATA-35- BRM ARARR. L8
N EBATZHRME 05y FLEAHAARAD  FAMARLAIGLE REEAREA AN A ARBER AARAPES EHNEN A0 [- HAR AANAFERAK
et ik
AW BEREER 0nL01g  HZREALREHBAR Bilge lalia Laboraores A8 AAMA EHRAK AR
Nl SRL
N ERLABKE 0mg W ALHLEAARAZD . Lundbeck A /S RURBAEE ARRTAALLN AEH RER B RALAE TRATHELH ARARAR,
2k #BRORFRA(R52) R A THEE KRB0, - 0K
B ARER 10mg HRLHLERARAD  UCB Farchim S RESEE RAKARS BE S0 RERE BB RESEL ROBK REREARER
BORFRA(FEY)
U EHATREAE Hmg KEAHHLARAY Plizer Manufacturing RRAN BRAN(-RAH) BRI AR d)mglis, &R | L REAT, LEABER(X
WA Belgium NV PEImgREARK) TEATRRLRARARE
H-RERZAH BRRAZHA(AK) JE10% A
MR EARA]
B EAMEREER mg BM P EREHBARMG Takeda GmbH Production HEE AMEA LB =M 1% 240N AR AN
site Singen
% EHRRBEAS dmg RATBHERBARAZ Phamacia & Upjohn Compa- HRAZM(+2KAH) Baid | LAARA(RT RBRAAEAAY Hib AAANAN TAH)

ny LLC

#pH)

99 ANE R LR A7) v, 824> (82. 83% ) AR AT 1 4l Bt
U, ELFR D I I A v R i SR 10 IR R A AR A
TEHTEHE B o35 NG FI i, 74~ (20. 00% ) {3 31771 A bk
TR B H3R [ 2006 45 iR €25 i 6 I - ks 2 2 B
R ) BH B 2L SR TR 500 RN AR &b T 24 17 5 HE T FH 43 4
B TR 1A Z5 AR A R AR AR SR B A e 4
it , 3 E R 0 25 P RLS AR 1 5824125 H]
BRI 3G 2020 48 it 245 3 (DTS ) )X 24 4
AR AH OGRSk 335 4 245 A RL L Rl CRIL
), LN BB 5 L TR b A 24 AR R (SR

P MWECT 500 4225 AR5 S, B —HiRH A
(] KA S T R — 2518 o S B e ) el L 0
(e 24 SO SO B A o 1 R 245 s Al A I AT o
FURTR IR 7425 b rh, BRI R A T8 S A & Ty
HRERRE 4k, Al ad — Sorpr o, W 5005
i 25— BEPEO B E AL, A B T RE A =T SRR
PREEREERY B

XTI T R R SRR AR, SRR 24
o R WO R, JEURIT A 50 ik P L — 0 2 R - 5t 24 PR A
2 P VRIS, O 10 o LEY D BRI DL Y
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3FP G R L D TR L TR G R A I ORCRAN TR D — B
iR JL-T- N BE s WOBOR T AN LAY B A s e, R B0
L — fi 20 B ARE T UL s R R 98 L - R, 1
TE2] U B A3 B SRR 1 b R 0 L AR B B R FE R A
UG ER 25 FHATRLR W EE T BEAE 22 LR B 3 2 1
JLEE 5 B s 0L AN 3 SR B B, & A B A SR AR
AT AR R R R R v R S fE E R
FET XU KA DGt i B Lk A LTS
R 5 o A B O ok 25 i @ Ul L B3 2 LR LR
it R EF T AN A58 3 1 8 0e) . 3 5 R Uk Je e 3R F R 4
(40 mg) JFUAHF il 77 R F WL 2= A5 44, 1 2 {4 P R
SRR AR 1R T L WLR S s mi R S K e
e BEFATR N (40 mg) SR FH 338 19 PU MO , Al 3 sl ik ok
Z: 505 W 25— B DAY, SR 0% SR IR i o1 245 PR
7 F) Y 500 mg TE S K e R BE IR — 3, A S A
R, AT T A L Bl L o T e 1 S AR e T
LR VES R Ik e R 3R FAIR4M (40 mg) 24 /i id B A3 bR v
T 5 5 B T WTE 48 h P W BRI Ak 2 M B A 4 i, T
DR ) 75900 B o) 24546 BIR 23 7)) 500 mg HAL5) 5 2% 119 24
st U T 5 R 1 J 7 B
3.2 EFRENZAEHRME B E R ARISEMIE

ABIF ST 45 2R A B, A SR 24 it A AT 57 24 P ARk
PRVEMS B A 225 A58 K B, AR 2 (R o4 B RN b 27
JF e RE R ARE , E AR PN J5 X 25 W5 12 B P RN / AR
it 57 H B2 5 APT AR oA AR AnHET AT BB 23
B A 25 AR I 08 24 (055 2 AR g R 1 e A el
ARU =8 FERRRERE T I , O0 T 52 il R — 2, ki
B A RE, B BRI A O — B AR A2 AR
) ] s 57 S JEE A PR S R 5 il 2R 8 156 S5 R s ), £
i 5y 3% i FL AR AR AR A 7 I A BRI B T A
IZR AN, A5 S A 7 ) XU .38 5 , ZE2F 11 iR AN
170 = 7 S A 2 e 2 2 X AP0 5 g 1
55 0E TV RE , A IO B L i o] 591 S B 5 o S v 1 A
RMES e ReE e br , B ERR bR e

25 A R AE 24 5 O 2 R L S 2 W I
SO RN 2 AP R OB T BB X 22 Fh L 7 A AN TR A
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