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Comparison and Analysis of the Instructions of Domestic and Original Ceftriaxone Sodium for Injection
XIA Xudong', ZHANG Yu’, YANG Xue', XIA Ming', LIU Wei’, LI Wenwu' (1.Henan Food and Drug Reevalua-
tion Center, Zhengzhou 450004; 2.Dept. of Pharmacy, Zhengzhou Railway Vocational and Technical College,
Zhengzhou 450052, China;3.College of Pharmacy, Zhengzhou University, Zhengzhou 450001, China)

ABSTRACT OBJECTIVE: To provide reference for improving instruction contents by drug administration departments and phar-
maceutical production enterprises through finding the problems and deficiencies of the instructions for domestic Ceftriaxone sodium
for injection. METHODS: The instructions of Yingpaiqi were selected from Qilu Pharmaceutical Co., Ltd. website as the representa-
tive of domestic Ceftriaxone sodium for injection; the instructions of Rocephin were selected from Shanghai Roche Pharmaceutical
Co., Ltd. website as the representative of original drugs. They were analyzed comparatively in terms of structure and content. RE-
SULTS: The structure of domestic instruction was similar to that of original one in respects of revision date, components, indica-
tion, usage and dosage, ADR, contraindication, precautions, drug interaction, warning, etc.; but in content, some aspects of the
domestic instruction, such as drug use of special population, ADR, drug interaction, were not provided a rather complete descrip-
tion. CONCLUSIONS: It is suggested that drug administration departments should timely urge relevant pharmaceutical enterprises
to revise drug instructions and implement relevant laws and regulations and further standardize and improve the instructions of Cef-
triaxone sodium for injection, especially the relevant safety information; pharmaceutical enterprises should strengthen the awareness
of first responsibility and undertake relevant legal liability and social responsibility, collect drug safety information actively, update
the content of instruction and strengthen the content management in terms of ADR, precaution, drug interactions, contraindication
and so on.

KEYWORDS Ceftriaxone sodium for injection; Instruction; Domestic drug; Original drug; Comparison

24 i Ul W 5 2 3 24 i A R AT S R 2
o AOTE E 1 R, RO BRI 250 3P A R IR 2 iR}
SPACHE R R AR IR T PR AN BURIA R AR
EAL LG AR, 18 5B 2 A T2 R R I 25 R Y 32
TR FRT, RS 2 2R AR i [ 7 25 5 D 2415 ]
PAAE—E 225, IR ISR 25 U W 43 5 8 A Thr RS2, i [
LT VAR DO N T 7 g Y ) S N7 N e S =
T A 7 5 BRI S P S A6 R B2 B BH 5 B8 X ey

A JERITH A RHE O THRIITH (No.142102310075)

* FE LI, AL BFSE T I 24 e PRI . E-mail : hnad-
rxxd@163.com

#ABAEVES W R 200, W B8 i« 250 Ak Wl
E-mail: hnadrliww@163.com

hEZHE 2016555 0T HE 1o

BT, e Bl 7 D Sk A0 R B 2 i D B A3 A TR RS 1, o
2R IR 2 AR AL SE UL B N AR S
1 5T L7 A iR

T A S A AR A AR 28 Uk U R R R B E R
FEARZG WA T A5 BE A R 2 R L BB SR PR
IR (6~8 h) S fL i, TR AR )32 PR ey
FRARZGY) . (BHB K IR KRN/ (ADR/ADE) s H 353
%, 2008477 3 10 H FEZ 25 A RS0 Wi rpocs il iz T i 5
FA Sk At AR A 5 | 7™ B e S B T T JLAE B R 2 R
BRI W T R A B I R 20 AN RS2y W T A R R )
VRS SR AT A9 ADR/ADE #5503 HE 4 501
2 EAMLETHERER

T Sk A M AA G U2 T 1985 4F 3 F 12 H AE & [t i

China Pharmacy 2016 Vol. 27 No. 28 -+ 4025 -



T R B O 2 E A R = B G 2 IRAF] i e B
[ROF o A SCHE i %7 R 2570 B W B 7 sl i 27 R 2536
BB A R S R S A A M SRR 24 1 B 5

I B S 2 B A PR R BUR A 1) 22 48 (http : //app L.
sfda.gov.cn/datasearch/face3/dir.html) 75 i) 7 5 Sk A0 HH A6 13
e B e AR = 2016 A2 4 A 12 H, A 051 321 47 E M X
T R AL 107 KK S5 25 A PR R E R R
A AR A 24 4l BHIFSE I e, Fo 3 F Sk fa ph A
R 4% “TCURFT” T 2007 4F RIAZME BT . PR AS SCRE B TR
R 018 BH Ak B = i S A AR e 2 S B B B R
3 ERERTLE o

TS 257 B RE 5 R (W e IR e B 30, 5 1
6% FQH 254 BN B 7 19Xk 9 251 E S50 BH B A 7 e 43
Br, LIHA & 357 [+
3.1 HEAEEITEHY

R 0 T ] £ 2 o M B A B JR) 2006 AR ATAT A €245 5t
B A3 R AR 2 A B ) A B R4 A 1A O T B R Ab 22 24
A Py i) it i B~ KL 240 ) P 30 0 )0, el Al s A 25 i B
TR SRy« 24 b A 7 Al g 24 2 B BRI 24 BT R
YAV ARG, T BT 2 UL A A TS O, Y A
A B2 ) H R AE s I L2 S U B 15 AZ o H B R i H A Y
TEVLIA A5 Fh T E AR 5 8 ek B W18 IS I A8 el i Bsf ] 5 g B
B EATHE .,

XL B, B SR UG AT ETT H A I, A% E H - 2006
11/ 26 H &8 H 2007 4203 F 13 H 2007 4 11 A 09
H .20094F 11 )] 16 H .20114£ 09 /1 01 H .20134F 01 /] 22 H |
20134F 11 A 07 H 2015407 ] 16 H .20154E12 H 01 H . #%
URFF () UL BHASE T H 300, Az H HH . 2007 4202 A 28 H L, &
Y HHA:20114E10 ] 01 H .,

3.2 R4 5iEMIE

N ANAN: ) 1S e 10 s S (ORI VA B v S K L S
B Y [T e S O B O NS e e NI TR O
97 TR JUT A SRR, QI R G JER g | R SR JIH T TR I A U
Yo ARG Bz AR ARG AT R JBUIUAE AR
IR 55 DA R T AR BB TRy . (A2 ER SR UE B 1538 48 K T F 1
TRYTIB A E S AR A AR G DA SRR O S A (. ) o
3.3 HixH=
3.3.1 Wk ShHisaES WIRSE 3R, BN RS
AR T ER K O SR EEAT 2R, A B L g ER K gG
25 (AU )

w2 S UNTEST, B RSP RO 1% 3R 2R [,
T B YR FF by 2R G RS FH K S AN T S 5 % 4 28 W 8 ST
W 1% A Z R, Hkes 25, BREAT S A
WA AR R A, B RIS IE ] FH 6% #j R S 6% ~10%
Fi & ILVE N R R SR R
3.3.2 M AR B AR DL TR 2548 510
NTE, B RS RIE 0 FH 24 550 o R R, i A= L V2L K
12 2 LI JLEE 53 0 26 H T 2500 3 s X B AE N 2 FE 106
BTG 25 H 10 BH 5 X o S 2 L SIS AR iy 7 7 FH 24
SER TR TR RS S5 I DR B D 76 _E 3 Ly THI G i 5%
R
34 ARRKR

B RSF 5 IR BT I N RSN I A I A s L S5
5 B L A A S R R S 5 LI B R | ey IR
8o AHBEYRER AN RN T T 487 98 20 s 2
VA AT I TR DR SR RO K R SRS K
ST = L AL 5 | AR ST R R ORI B R R .

- 4026 - China Pharmacy 2016 Vol. 27 No. 28

WA B DTN SR A

3.5 EZ

AU AR X Sk A R P AR R O AR
B% FIF UL A5 348 Hh AN S T e R £ 3% I 4 A J LN
77 LYY s a0 AR A ) LA (b U 75 2 ) A 2 5 1) e ik
VR S DR R FRA YT DA 1A AR i
3.6 EFEEBIM

B ICIF GO IR B B S WL 14390, by e B G5 13
T YR T, IR R IR - 45 2 E R A T e 4R
I B A8 SCIT R B AR R A R 2R
g 7R S 7 T 2 B4R e AR B TR 2 TR
PHEURIRAE  UAh, B ER ORI X S50 I 1 . SO A2 1 1
JETE Az JLAEF AHA YT WD 4 i 2 5k BORRAR R L S
2] I T I A S R B I A AT RO T IR B U
FE K. BT SHORB UL B S L LR 1.

*1 FRISEIRHEMPEEIEETXLL
Tab 1 Comparison on precaution of instructions between
Rocephin and Yingpaiqi
TR Y
SR T AT
pEus: )
BRI
HORM BRI
i g s A
U R B R A
A5 SRR SR
AN TR R IR A L OLFCR L)
KM 42 i A A
B 93
XA T, DAL 2 TR
R\ ERIRNE TR UML) TR R
TR VA A O ] B
WL vV
T VAU A g A 2

Note: the marker “\/” means that there is corresponding content in

o

YelR s
\/
\/

E R S G S )
< <<

the instructions
3.7 HYMMEEER
% P55 SR g P 24 39 18] 60 LS 250K P9 07 S AT A
W& ZRERZG ) B8 AR DK P A LR R IR R
PERE R BTG TSy (AR 2 EIRER ) K2 e,
AN NG AR B iR R CAE A~ It
Oh, B RGFE LTI SRR R G AT AR S ms
PR LA B bR PGS 54 7 RO 3 Tl g G T 5 R e 7
W U LD ER T R A RN AT T B
Ro B IRIFE PRI U A Hh 25 AR AR RN e IR 2.
*2 FRIF5XIREUAEPGWREIERTRI L
Tab 2 Comparison on drug interactions of instructions be-
tween Rocephin and Yingpaiqi
AR ¥
A B AT LR R 4y B S SR Rl s L B2y
SRERB AR
AFE A& PR BRI IR 5 S AR & R
SRR TIER L R R AR
TR BRI A AL R SRR PIHE R B G2 (R e
FIE EIRRTE) RN AR SR G R B AR iR O
RAERMARAYES MR
TE VARV A A N AR

Note: the marker “\/” means that there is corresponding content in

]

o5

% %K
\/

\/

< L3

\/

the instructions

FPEZG 2016 4E55 27 4555 281



3.8 &

CHEUL B ESE L B CAROR R I AR R [T
DL MK FCAF B S A i P A o AR T 55 2 A 500 B 1 5
A I YA T RE S EEOEE S R AN K27
4 IFig
4.1 RBABELT

245 A IH - AR B S A2 bl A R E BT B Y
HOHT A RE A A SR RS U 2y X B, B RIS A
HEZ H R, a5 8 Uk M s R B [ A2 H (U ek 1
W, HAG BRI T 2 RSy o BT R A, — & [ P il 25
A — AN FE A SO S A DG e RIS X TR R
AN B W RN £ e A SRS AR AR i I s — R 3R [ 2 it
B A G — A AR A R E
42 HiEHR=

LSt JUL PN S AT R DK R S, B ISR S IR B P R e R
WA 225 . B ERIFHLN S R 1% sk A 2 R
o BIXFAS R AR i B N HHE B R iR A 25500k, 2 RS U
FEFS N RN, BRI R A L VL 12 % LR LS G I 25
FRHLE o BCREEH TR 24 4l X BT Rl ARS8 B BEA fig
SRR R 76 BT AT T Reek iy A 24 W 5 43 ot
G0 T EE P 24 0ol A6 33 5 THAT S AR X L X RRak A BE
B (SRS 2, L 2 R JRUATE 24 08 B 1 X 4 N 254
T B R i 25100 Bt B RE R ER B s SE R
43 ARR

2N RN 2 i T A PR R T R, R R
) I 0 R R A R R BB it R 3kt s/ R R ) K
AR T A, S R SRR R
LS, SRR S AN 4 T RN RN - SR D K 22 805 i 24
TR RIS B LR R, — T P24 Al X 24
A5 T 2 PR W CROR B AT o6, S5 — Tt 5 A
FIE R FETE SRR O TECEN R B RN 25 A
M) TR B 2 A AR AL O 2 X ISR B Y 24 AN
B S 4 A A LA T 4B A, I R I SR 2 a4
PERIFGE ! T BT 2 S U B AS A T R L I 2 S B H
Rk TS OO AN/ ] PN 2 Al % 2 U B A g
A PE BB SEE B IRIR XA [ S Wi 2 SCIAHAS 2]
7, X W B A3 BT BN BE I AS
44 EHftZz&HER

HAth e VEAF BWNZE R RS0 25 A A 45, 0
IRFIA B RO BRIR IR

WA, 2 2 1 X A 1 174 ] P LAt 1) 24 sl 7 55 Sk 9
HiT AN A 25 U B B R T X b & B, [ PN 24 4ol B Sk At
MR BN 24 U B 15 385 30 A 3 PN 8RR X TR B 48 A 1 R
IR BRI S () R (B A 24 i WA B DA ] P o 24
VAT E, I R A TE N T8 . TR, AR
JFUIE 24 b A 22 A A O ERIF oY K b T e 2 4 W I 5 )y T
T VR0 TAE ABARSEFO5 25 5 R 25 B MR R 5
NSRBI 2y A B R [R) B T s )
5 HhiE

2 UL I PR 20 A B A R A5 B, HLAT R A
P R, Tm A b S BT G Sk A A B 2
did B 5 R B T e P S A il A 0 24 150 B 5 AR R
TEFZY A R NG | 2590 A0 EAE 45 T 2R TR 2 15
A ST . XN AR R4 AR
M EE SR, WS I H 25 R ERf N4 B2 38
A, W] REE G254 R IS L 2 887 ADR/ADE

hEZHE 2016555 0T HE 1o

19 8 (R SR 24 it AN RSOy M A B i 455 ) o 1 5 P Sk 4

AN BT JLAE 1) ADR/ADE 75 B 2, FUR AR REHRRR 524

it U0 B A5 A DG B el e XTI R T 2598 S A B0 A

Koo HRULZY R TR T ) S B AR DGR 25 A L B 1T 24

LI, P SR G UL | HE— D RS L 838 0 5 Sk A it

PAENZY S UL R e A AR B 5 T 25 Al it AL 5 — 3¢

TR RS DR AR E FIAh 23 384T, Fah e gih Bl

Jr AR TERE B, By SR e 5 U A5 N, i A R 25 15

BHBAEA RSV TE RS 2 WAH A AR 5 A2

B 30k

[1] ZRARE IRTET. 8502 b U] 315 BB a9 44 [J].
E B2 R 23R 5 241, 2014, 14(12) : 1 150.

[2] 2R, k&5 FHNSMERHE 725 S AR H o)
Hr[I. 4 B 25 5,2010,21(24) :2 291.

[3] ZRMERUT, MRESR SIS 7 Oy 0T 24500 24 it b B 5 10
XA ATI]. o B 25 5, 2015,26(1) : 141.

[4] HEEER.E4H A k38 8 444 [EB/OL].[2016-04-12].
http://baike.baidu.com/link?url=TGU261UeM9LKhI0OB-
DVIRCc0SthczBqlbFSecWKg-t13h7wNIs2qGhr3cjs8-
kt7uStbAkd3RbChc4ssOAW V-a.

(51 FEZRZ5A RN G 2 5k 5a b a4 /= E i
SR 3k 7ol A4 s RAE R P & & 69 9] A [EB/OLY).
(2008-12-16) [2016—04—12].http://www.cdr-adr.org.cn/
xxtb_255/ypblfyxxtb/200812/t20081216 2814.html.

(671 S E 2 B A8 LR JR) . U 569 Sk # fth #2249 [EB/
OL].[2016—04—12].http://appl.sfda.gov.cn/datasearch/
face3/base.jsp.

[7] FFEHIZARAF. A5 A k70 #4458 9 35 [EB/OL].
[2016—-04-12].http://www.qilu-pharma.com/products_
detail/&productld=59.html.

[8]1 Lg% [CHIZhA PR T E 4 A K Fa w44 35690 4 [EB/
OL].[2016—04—12].http://www.roche.com.cn/content/dam/
roche china/zh CN/pdf/product/rocephin-CMO.pdf.

[9] HEZREMAMEEEHR. 2500 H RRsd 2
[EB/OL]. (2006—03-15) [2016—04-12].http://www.sda.
gov.cn/WS01/CL0053/24522 . html.

[10] IG5 MBS PR 52 T 99 B AL 5 25 S v £ 4 )
SeBLAA 45 HL3E 4 ) 49 38 42 [EB/OL].(2006—-05-10)[2016~
04-12].http : //www.sda.gov.cn/WS01/CL0844/10528.html.

(1] A28 0 W B T R 25 3 R B 3R A Sl
& #2 Jp 3% [EB/OL]. (2011-05-04) [2016—04~12].http://
www.sda.gov.cn/WS01/CL0053/62621.html.

[12] FhER, BHER , L2500 A Al vy 2 i AN RSO Aty
R A R ) 8 ) BR S S (D). o ) 2 4 ¥ A%, 2014,
11(1):8.

[13]  Afkgudn finsim 24t 26 77 4l 28 A B S2E Hsl  JEL 2 (0. o
25 5 ,2012,23(42):3 937.

[14] A8, =5 RS, F I00E 25 A M A SIS 2 6 A
B S 0  DUIN R O e 3 e 4B [0, o ) 26 %, 2014, 25
(12):1073.

[15] SRk, VL3 B 24 5 i W B AAAE B9 (R[] o 2 25 4
%34 ,2013(7):400.

[16] fEE, 20CH] 25 0 ke SULHT A h i TR 2 & 2 e R A
[]W6 Re-22 A 25 7 & ,2013,6(6):83.

ek F11:2016-01-25  f& [l H #1:2016-09-01)
(Gl - RPRAE)

China Pharmacy 2016 Vol. 27 No. 28 - 4027 -





