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Quality Evaluation of Domestic Cefaclor Oral Preparations Sold in Shaanxi Province
Zhao Yurong', Du Shan’, Hao Wuchang'
(1. Drug Evaluation Center of Shaanxi Province, Xi' an, Shaanxi, China  710065; 2. Food and Drug Inspection Brigade of Yulin, Yulin, Shaanxi, China  719000)
Abstract: Objective To evaluate the quality of domestic and marketed cefaclor oral preparations. Methods According to the current
quality standards,the inspection methods of cefaclor related substances were established and the reference values of impurity limits were
showed. At the same time,the related substances of granules were checked to comprehensively evaluate the quality of products and the
controllability of the current quality standards for quality of products. Results The domestic and marketed cefaclor oral preparations had
good quality. Although the products from various production enterprises were different, the quality was basically maintained at a good
level. The quality standards were basically feasible. Conclusion The quality of domestic and marketed cefaclor oral preparations is gen-
erally good,but the quality standard of granules needs to be further improved.

Key words: cefaclor;oral preparation;domestic;related substances;drug standard; quality evaluation

FE—1EE REY, X, 8 ZEHIF R T @ ARG S, (B35)029 — 62288130 (& F 1545 ) 736849332@ qq. com

PIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIID

R A SATAE A GE SRS E MR BOR S (81 % & RBA AT F . MRS RABEES AN

A PR3 AR 2 A S A PRl AR RE R MEREM XA E P R0H TAERE]]. PEH G,
R 'ﬁ/\lkﬁﬂfbué’f”"'ﬂ’]f’\%ii/\ik% 2012,23(24),2302 2304,
GRTE 2458 MAs (L T A R (o O] THAESEPRAFRBVEFEANINET . THHEHE

T ABAT RGBT SN E K T RIS T KA AT H A
KW 49 38 %= [EB/OL]. (2015 -12-25)[2018 =03 - 28] . hitp: //
yp. hnggzyjy. cn: 14 /Manage / Note_new. aspx? Notid = 723.
[10] LB AR AFHXNET LA, LEA T ARHXNLET L
R &K T oAb~ B B AR SN B K A 5 AT IR AR R 69 id
%2 [EB/OL] . (2016 - 11 -28) [2018 —03 —28] . http: / /www.
yyhexx. com/zbPublish /1tem38108. himl.
[11] BFR,E 0. wl kP KRR EFAE[]. PEAZE,

S 3Tk :

[ITBER RS R BEERER . RS 5K EMEE D
% [EB/OL]. (2014 - 07 -30)[2018 — 03 - 28]. http: / /www.
sda. gov. en/WS01/CL0053 /103757, himl.

[2] B sE, WA % . ERRAKINS WX A E 2 d 64 B M e st 4[] ].
¥ E &7 %4 ,2017,32(8) 1156 — 158.

Bl %=, B, X M, 5. KIS H KA RME E2[]].
fig A E«Zr;a&igﬁ_f,b,zom 23(3):286 - 287.

[41 9 BGER, M F . KR BRI KR A B 2018(1):4e.
HEI SR KA ], P B EB,2018,22(3) :66 - 68. (2] THAATE.F 4.5 ZERALRERTHRR
[5] vl 5 24 b RIS b s . % F4RAT 2016 4wl 4k AW G REFTI]. L E S, 2016,37(11):
SR WA S o R FROE R M 89 4 [EB/OL]. (2016 - 12 - 61 -65.
30) [2018 =03 — 281 . https: / /www. sogou. com/link? url =hed ~ [13] A AL ERFNETER L. X TERCEAEALE
JjaC291Pbe2Kd1 oreDW3megl WePx1zLnx6 DHBOa2ZGSnm — x88 9T AAYRI NS B AT A G A R R 5265 R)E L
ReNdotqjYopaqihgdKGuOSWOUnv6 — DMTTO. #% [EB/OL]. (2018 -01 -03)[2018 —03 - 28]. http: // xxgk.
[6] FHra . wl el ham R ML []]. FEEE,2017(9): hainan. gov. cn/hi/HI0110,/201801/t20180103_2516835. htm.
39 —41. [14] 23 . Hx " Z BR300 G Ln4 )], FPEEZA,
(716 .5 % Hma. EREMFRRRARALEY R 2015(9):110 — 111
W TAE LR G R[], #ﬁéﬁﬁ%,2013,43(3):115—116. (W HHA:2018 - 04 - 20)

83



Pharmaceutical Administration

AR

China Pharmaceuticals

2018 410 20 H 2 27 55 20 ]
Vol. 27, No. 20, October 20,2018

376 5 3% (cefaclor) , fh2¢ 44 4 (6R, 7TR) =7 - [(R) -
2-FHE -2-KOMAIM] -3 -FA-8-FHMR-5-
B -1 -RABMIHR[4.2.0]F -2 - -2 -WR—IKE
W, e 2 R A R R B B4R, 1976 4 R E
ALk 2 R WF ) B2, 1979 4F 3K 26 [ £ 5 245 W) 45 B R
(FDA)HLHE, 1982 4E7E = [ L H ASEE [, 1985 4R HL
AT BN YA R e E R 1994 422
S 760 v 1 A6 TR B B A R R ), I H LD AR S R A I 2
A PR F R AHE I T, A% REA R #2006 45
] PN Sk A 7 3 R AR PR Al Bk 45 K kI P
TET PURE TGRSR R g e AR 2 e m R I
IR EZH IR BUR A T80T R R 5 R R 5 H 5
MRk B B R R A SR S5 R, Sk A6 v 98 I 58 Ok
FUIE A CEE AR B AR A T AR 25 H SR )
2004 BT BE R H SR SO 28 R R R B A o
2007 4%, S s i 7E E N T G K 3208 35%  TEPiAE R
W 10 57, 177 HEZE FL i A R R i JLAE A i
() 7N Sk 6 i, b T S TR | Sty a2l G R A A%

25 1) 5 ) 1 2 W B LR Il 4 [ Sk
0L 8 385 JEURE BHEE ST SEAE 10 A 5 11 AR 590 G 3t SC
S 115 4, & 10 R AL, Hoo i 2 40 A4, Fiki22
AL TIREFNT A, R 134, 08O 12 4, R
54 R 2 A BRI 2 A B R 1A BB
(D14

BEVEE 2 F A AE B2 5 T A 5 X BORE B
PG48 45 PR Y7 HILAG) B2 4078 il 1 Sk A6 5 3 101 B ofl 350 164 7
TR BRI AT .

1 ARERERE

TEIUBE PG 45 A 7 19 S A 5 385 11 iR ol 77 26 69 HE vk
(B FE 57 15 ik 370 6 It , 20 6 ik ik 22 4it
TR R 20 ), He ok AR R A Heg ok, 4 5
gl RE B 31.88% 1 28.99% , Lk e HEF) (5
21. 74% ) AR NEBUAT IR AR vEXT LR FE S b AT T 4
TUARS 56 , o A 36 B3040 E AT 48 115 0 A o i 6 e 9 5
I H I TR RIS, %Sk 0 v g 11 R 5 )
JE it AT VAT o SR 2 B R R e 6 AR ™ il o
P IR TS RS

S0 5 8 AR A 390 B 4380 41 , 2 o e 2 i (=
) VSR A3 R I B H S AR ik AR 5 ([ 2
SO LT 5, S0 v 38 TR B AR A9 4% i 4 H Fn i
Byt 2 T e R0 )

H Lilly 22w 7E 1975 4FG ik Al i LUK, Bl 4%
3 - WS AR & BRI A 2 5k T HR
P 7 - IR 7 - (ACA) Ak i & ik #1

84

SIS I SCE A R
2 ERSMREST LSS

Sk A8 5 ¥ A B0 YA OC AR E A AT AR
(YBH05012009) K% [ 5% 24 i b #E [WS) - (X - 072) -
200371 o HLJ ) ok ) ) IR AR AT 2010
A R [ 24 e ) B 2015 4 K 1 2 il )b ofe (95 i 2
BN 2R — 50 o 26 [ 25 i (USP) | 3% [ 24 it (BP) | WK 24
M (EP) | H A< 24 3 (JP) BLAT AR ¥R T 3k 96 50 1% Ji ket
B HAR S 70) o Hov  USP Yk 1 JURE IS - B R
1R TR B0 S e 59 5 BP Wik 1Rk SRR R L TR
TR B AR R Je e 50) 5 EP AU 28k 1 J5Ak 24 5 TP W2 T R}
2 JORL R e B o HR, B P Sk A e i R IR
F A3 HCR R | TR A N A 6 AR R R, USP
BP J& JP f) 5 i b e e g T (o [ 2 ), S AR A 56
Wy T Fr i 3 S B R R O I, R B A G AT
b Gl e sk T (P E 2 )
3 SATREBERSHHC

A FE H I EURE i 69 b, A0 35 5 RIS, H o ik
22 it IR ESR 20 b #1557 6 L AU
6 1t

SRR 1 SR 20 FHE Sk 960 70 7% SR IR %
) (T2 00 5 IR AH (o3 ik Bk — AR R 5 b R A R
FHETETS ), LA A T TR EE K43 st B DR
B RIE HEAT VRN 25 R AF G AR HE R E o L g
T BATARE R PR BE AR i 1Y) 80% , 55 BUAT R JP ¥
T F A (85% ) , BRI FR FE A A

TR 130 XM B 20 bk £ 58 9% TR A 5
(PR 56 531 CR VAR i i ), DA A B 00 T 1A R
BRI KA B 2 R A E TR
SERIFE AR UERLE AP W) s A IR R I, K
IIRES AR TR 0. 3% VAR , 20l B 7E 1. 0% LA
T3 A 4 AR BRI TRTE 0. 3% ~0. 5% Z 0], A 14t
FE S 2% T S 4 BR B, Ry 2. 97% o B A T R s TT
AR A A AR R A AR ) KO, AR T R
JEKG R ] BV T3 b LR ARG 5 HURE i 4% 5
Rt AR — B, WAL T B R B A T
I 25 R B 4 BOK - S5A0R A R A —BG R
B DL st i 2546 BR 2 | N B st B2 SR A s A
B2 T B Bt 4 0 245 M A B W) 2% okt R A RO
HAS R ) 25 5 380K o AR o0 i 2% T 9 il 5 -, 2
b Hm AR R o F A0 SR e e (] A 24 B R
BRG] RS I0 5w i TR A 2% o 7 e AH
X

JE e ST XA 15 kAL i e R B 9 A4
Az Al ) PR 2 CR VRO 3123 ) |, DA KA 75 5



2018 4F 10 1 20 H 2§ 27 &5 20 1]
Vol. 27, No. 20, October 20,2018

S AR7E "

China Pharmaceuticals

Pharmaceutical Administration

TR K R e 2R S T AT
AN, 25 SR A AR ERLE o 15 A W i B 24 T 7
0.10% ~0.25% Z 8], 2% i B i 7 0. 10% ~0.62% Z
[B], PR TR E , AT REMRZMERAK,
o ] A2 BB B 20K, 45T RIS A 5 i IS B AT G )
TSI A HAE o R B e B, Sk A6 5 3% B 58 7 )
FEBAT RS [ 24 B )b b, SR FH T 38 0] 09317 % 11
5RO DN 7 T A — 3k (3% % 3 100 1/ min,
30 min HUFE, DL 900 mL 7K A4 5T, 2k 540 — 20 00
AE 264 nm P AR I 2 | BREE bR i 1Y 80% o USP,
BP }% JP #% 50 v/ min; BUFEESF[A], USP 4 30 min, BP
4 45 min, JP 24 15 min, [R B 22K USP 4 45 /K 5 1Y
80% ,BP AHR/RsH Y 75% ,JP Fbrn w1 80% o455
B, o ] 2 i )] Sk 9 70 9% JC 4 7% 1 RE A LR LU R A1
2y LI

RIS IO 6 Atk vaig il Ok A S ANk
PRl A R ) bR L S CRTVB (3535 , A
KMAGAIN A RY I oK G RS S
52 BEAT A, 45 SR AF A bR R R S BUAT R (P [ 2
BOBLRE , KA 81 14 W T BR E A « BN 2R A
it 1. 0% , 2B AT 2. 0% . [E 4 24 iR e 3
J R AT RELIER o6 itk Sk 760 5 9 7 e BR AR oA 36, 34
FFEHLE FE i Y B AR TR 0. 10% ~ 0. 41% ZJ8], 4%
JS AR 0.31% ~ 1. 1% Z 18], S48 T A H e PR 22

K, HAT REMRZMERAK,

AYEOR O X 6 Sk AT % A EL R Ok B
3 AN ) R 5 5 ORI (57 ) | L Bk
IR A Y A 25 S e T
B, G5 R BFF A PR ERLAE o S 900 503 A HOR R S AT AS
[l A o, BTG IEARE R A Y m H
YBH05012009 i Sk 6 50 3 43807 A S o FREE
KB L IR 1. 0% , 2= 50 s R VERLSE o [ Ah
2 WA B 3 R 7 A PR Ao
4 BREMEMRERS

S 70 v 1 11 AR 7RI R R )32 R )2 L O 7]
AR VAL LRERE P o SOAN ST BN i () sz
B I, B S AR A T 4 T RS PR

2010 A fRCPEZH)E LG TR KRR, B 5E
BrAR R, 2015 4F R Kb [ 24 ) 55 22 4 EL DU B i 5
S o A 3 5 ] 0 2 L A S At T o R o L AR
ELAE T H B 25 1 B R BE T T 34 AT T (I b 2 i ] Bsf 7
F R —M Z4 BRI R bty b TR SE 25 A H AR
25)5 07 )

S A 5 1 JURL R (8 A S e o4 S ST Sk At
T SIURER A AG 2 7, X 20 b Sk A T 1 WUk D)
JRAEATINAE 2% 2015 4F IR [ 25 30 3k A1 72 1% TR
BT S I A 5 I A S 78 v v R AT DG o, 45
FEULFE 10T L, B i v B B R % 0 12 o 8 R

A1 K EBBER AN AT R
& E Ak N AR (%) B (%)
FoN P AT S T AT RN 8] 40015002 0.62,0.22,0.21,0.32,0.24 1.61
Ha A EBRGT 20151101 0.14,0.12,0.28,0.15,0.31,0. 13 1.13
W R &3 R 2 R A TR ) 150701 0.16,0.16,0. 14,0.22,0. 23,0. 28,0. 39,0. 80,0. 24 2.57
Wb & AR R 2 A A PR ) 150801 0.17,0.12,0.15,0. 15,0.29,0.27,0. 53,0. 21 1.89
FoN P AT S Tk Ay RN 8] 40015027 0.33,0.11,0.11,0.16,0. 12 0.83
I A A i 2h A Ay PR 8] 20160207 0.13 0.13
Wb R & AR R 2 A A PR ) 151001 0.22,0.10,0.17,0. 18,0. 41,0.22,0. 54,0. 17 2.01
N P AL B Tk Ay RN ) 40015027 0.16,0.33,0.11,0.10,0. 15,0. 11 0.96
R 2E A 4 ) (MK )AFE LA A 8] 15094202 0.40,0.13,0.11,0.20,0. 11,0. 26 1.21
TR Ak 2h o FR A ) 15076402 0.11,0.11,0.29,0.31 0.82
77 # Ak ) 25 4R B LA AT R ) DO1C150807  0.51,0.12 0. 63
FoN P AT e Tk Ay RN 8] 40016005 0.20,0.11,0.26,0.11,0.23 0.91
e RS 20160112 0.48,0.31,0.15,0.25,0. 12 1.31
W R &3 R 2 R A TR ) 160201 0.83,0.45,0.31,0.16,0. 14,0. 12,0. 11,0. 23,0. 21 2.56
T AR A i 25 A A RN ) 20160425 0.14,0.11 0.25
YR A 25 A Ay IR 8] 16036402 0.31,0.33,0.10,0. 14,0. 14,0. 10, 1.12
WL AR TR A4 ) 28 A FR A ) 160216 0.56,0.22,0.12,0.31,0.31,0.24,0. 11,0.35,0.10,0. 11 2.43
VR A 25 A Ay PR 5] 16016404 0.32,0.13,0.31,0. 14 0. 90
b R &3 E 2 R A TR ) 151004 0.80,0.53,0. 46,0. 16,0. 13,0. 20,0. 17,0. 40 2.85
b R &3 E 2 I A TR ) 151001 0.48,0.53,0.42,0.10,0. 12,0. 13,0. 15,0. 26,0. 20,0. 21,0. 37 2.97

85



Pharmaceutical Administration

AR

China Pharmaceuticals

2018 410 20 H 2 27 55 20 ]
Vol. 27, No. 20, October 20,2018

SKI 2. 0% , 7% BT e B K8 S FREEZESR 1 3. 0% o 1% B3
A vl [ 2 i) ok 70 By R RE 2R , AR T R R
FE S P56 BLE |, 1H 3k 70 5 0 JURE 4% o A H & Je R T
LAt 1 AR 3R, FLAS TR Aisall 25 S oK o CH AR 2 )R )
WA 1 Sk 0 5 ¥ 200 BORE A7) o AR oE TP BOE AT A W)
Frui H , H 2% e IR R 45 ) b A A B 28 AN A
HIL 0.5% , 2% B sk i AT 3. 0% 4% K, 3
[ i 57 29 50% A AF 5 HLE o KTE A PF OF R4S 3 4
7 A b B A B R, TG 1 DA K HE 2% B A ke U R
J& AR LR AT 257 o A N E — 0 $R
1R o HSCURE 1) 3 B AT G oA AR AR A 2, IR I T
B A Y B A

KA v 1 o3 HIOR AT S B > 40 PP S s R
6 b3k 7 50 7% 4 R L6 Sk v o (o [ 24 il
(ZH) U T A, R IR B A5 h 5 %
YBHO05012009 #1fE , % AT H7 24 5 AR 1 1) Sk 96 5 3%
SRR WHEAT T AT R B R A5 R A 3 HOR AR
W FT 5 E (A& 5T 0. 1% ~0.30% ),
HAT KZI1 28 5800 TR IR 20 B 3 8l pr i
BI e A K mmie .

A2 KRIES WA KD R R
AL kRS EAER(%)

EREHE RN LATRAE 151017 0.12,0. 12
FHAAE AL LA A E) 150416 0.17,0.15
R EAE A AR E) 160208 0. 12
LRTHABRAARAE 150715 0.11,0.17,0. 11,0. 26
LTREHBRAARAS] 151101 0.10,0.10,0. 11,0.29,0. 30,0. 11,0. 11
B EREHAPHAAAG 160205 0.10,0.23,0. 11

5 it
5.1 MITHRREIRERHFLR[E -

Ve REAG T < (e 2 IOV R AT R 1 5 PR
SR IR T WA I it ol %) 1 A7 245 i B0 7 5% 1 36 )
0931 M5 3 (1), 7 1 50 v/min, 30 min BUAE, L
900 mL 7K 47 5T, BRI AR 78 511 80% ;s BLATRR JP [H]
FEF T 3286 #5350 r/min, 15 min BUEE, 2L 900 mL 7K
R, BREE A bR R e 1Y 85% B AEFICR T 2 A
2, 554100 r/min, 30 min B, LA 900 mLL 7K A4 5T, BR
FE AT N SR 80% ;7534 USP.BP J% JP ¥45% ] 50 r/min;
HURERS [E], USP 24 30 min, BP 7 45 min, JP A 15 min; fR
JEER USSP Nhr/R 1Y 80% ,BP NArR &1 75% ,IP
NFR R 80% o L7 A HAs, v [ 24 300) %o S 46 5 9% G
e RE B SRR AT [ A 24 SR 1

A K R A - (o [ 2 30 BARAEAG I 7 3k 1
SR MR — 3, (HRR B ZERAK T [E A2 i,

86

) 3 — MR A [E A2 AT > 25 mg 5K
>25% :F ) —VE ;< 25 mg B < 25% R —E,
Py [ 2 i) g i () 2 S5 T A

H AT, 3 FE AT Sk A8 58 38 11 IR i 750 5 2 s o v Rz )
Jrik HBCE G R RS R EEE  (HAEZ S AR
SRR A AR A D T R M5 A 25 B
5.2 k& FARSIF RER N B BETEN

AT Hh 18 B Sk 96 5 g 11 I o ) 2 69 it 5 A
FIBY A SR AR ERLE | BTt AT & A7 il
P B 25 5 (AR R AR AR R AP K AT i i
PRUEFEARIA T AEA 500 B (CAn ok ) i) Jo k4 Rl A AT
it —2 5 .

5% 30k :

[1] MR -F, 7 S, AR 20 . Sk3e 5% a9 4 B AR A Zls R0 [T].
2 R 25,2003,16(1):58 - 59.

[2] #ue$ . k& a9am[D]. M i3z K5 ,2007.

[3] 2R E . KFLBNHRAFRERZGRFNI]. EH TR,
1998,17(12):409 - 410.

[4] #F & & . kB LENERII]. BIEZH (REFHH),
1994,15(6) :414 — 418.

SI1ERRBHERS . PREAREREHE(ZF)[M]. LT
P E 2 A R AR, 2015:258 - 261.

[6] X1k, 7k &, T/HHMh, 5 . LFTREFE K LEKER
FTIEM(I]. BAREZ ,2001(12):48 - 49.

(71 B 3, BAF . kLB KRERRERZFN]. TEE
%46 ,2012,10(17):20 - 21.

[81 ¥ e, THIR AT R, & . KI0LES KkIein g b7 FRiE
By mt 5B R [T]. PARBERAEF 2 E,2015,25(23):
5365 - 5367.

91 & R, F, L &,F. KBEEEMNELSHMH(]].
B A2 &,2010,30(11):2111 -2115.

[10] Bk, 4R 4H . AT kT L 15 o R Fe k78 & %%
BIREANBHARRER L[], WREH%%,2018,27(1):
54 - 55.

[11]1 F &, 557, K% . KF0ALER R R EIHRE[]].
T E 25 4 A B g 4 & ,2017,23(6) :366 - 367

[12] Atk FmA, F—2,5 . AR T KR LETRE
Az v KA LB AFR[T]. PR R A F R E,2017,
42(5):369 - 372

[13] A&, 2 %7, W 7. Ko &tk ik FREANE
EEHa[]]. P d s ,2017,15(8):1041 - 1043.

[14] BmiBs4r  HPLC £ R kin i amaw A xmmll]. TEA
2R 4R & 4% ,2017,14(4):29 - 32.

[15] & REE, KRR, F. kBB EHEROHNEL K
INEEAE A E(T]. B2 $4R,2016,35(3):296 - 299.

(W Fs EHA:2018 - 05 - 09)



