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[Abstract |

Gd ( III) based contrast agents ( GBCAs) are the most widely used in magnetic resonance imaging

( MRI) . All the GBCAs in-service are intravenous injections or intra-articular injections, bearing more concerns of

their quality and safety than other dosage forms. In this paper, we tend to briefly discuss the issues of generic

gadolinium contrast agents to be concerned during the research and development under the requirements of consistency

evaluation in light of related domestic and foreign guidances and policy announcements.
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E &4 gadoterate meglumine injection  gadobutrol injection gadoteridol injection gadopentetate dimeglu—  gadobenate dimeglumine
mine injection injection
FIE R Guerbet Bayer Vital GmbH Bracco Imaging Italia s.  Bayer Inc Bracco Imaging S. P. A.
r. .
TE W UE Mzt L EaYEe g L4 LERYEE WL 142 B 1 ITHE
W4 Dotarem® Gadovist® ProHance® Magnevisl® MultiHance®
FOCRT 44 ZER TR i it ] ThAR Yt B i)
Ik Guerbet Schering AG Schering Plough Schering AG Bracco Imaging s. p. a.
HR AT K 1989 453 ] 1999 4F it 1992 43 [ 1987 4E & [ {8 [E . 1997 SERAA
EP3 HA
Foflb b K B ET RO A | [T N T S BRSSP [ P 2 i w5 NI R 7 N . - N T o o AL L IS N
M X VAN R [ ] 6 o R LA L7 37081 711 ES IS
BRI 2 R P HA s AR T 2 By R LG HE
= W EE 2 I N NN B N ESINE A
TR 2L LR A ERA RN 3 N A
TH Al VD e W AN N
i s B
B REE I ERT R 2002 4R 2009 4F 2014 4F 2003 4F 2003 4F
T R e 376.9 604.72 279.3 469.01 529
/mg-mL !
87193 0.25( DOTA) « B ) 0.23( RFFFIZ45) 0. 40( W5 R) « BOPTA)
/mg-mL !
pH 6.5~8.0 6.6~8.0 6.5~8.0 7.0~7.9 6.5~7.5
B 1, 3.5 3.7 3.6 3.8 4.8
/Lemmol ! +s 1
BB 1350 1 603 630 1 960( &) 1 970( IFR)
/Osmol *kg =" +H, 0
R 20C 3.4 — — 4.9 —
/mPa*s 37C 2.4 4.96 1.3 2.9 5.3
TR FEAE B
i AR ELARRR A M ELA FLAwmE ELIERR A M ELI A R
PS¢ ] Gd-DOTA Gd-BT-DO3A Gd-HP-DO3A Gd-DTPA Gd-BOTPA
iy CieHy5GdN, Og -2C;H ;NOs  C gH; GAN, Oy C,;H,yGdN, O, C4HygGdN; Oy C,, HygGdN; Oy
2C;H;NO; 2C;H;NO;
AR o 753.9/558. T( NEHiF ) 604.72 558.68 938.00 1058.16
CAS & 92943936 138071-82-6 120066-54-8 86050773 12700020-8
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b4 gadodiamide injection gadoversetamide injection gadofosveset trisodium injection  gadoxetate disodium injection
FHIER GE Healthcare As Liebel Flarsheim Company LLC ~ Lantheus Medical maging Bayer Vital GmbH
T R IE Mz 4 5 Mg 4 5 L4 145 15 5% ( MRA) i3
YL 4 Omniscan® Optimark® Vasovist® Eovist®
ThOCET 4 W5 LW — - ik
R GE Healthcare Mallinckrodt Inc EPIX Pharmaceuticals Inc Schering AG
ER/ AR EDS 1993 4E %[ 1999 43¢ [ 2005 4Rk 2004 4FHi i

%
Fofth b7 K K FRE G BV LRI L PR E (ST . R (2008) KR L &K KR L H A SRR B E L E

M X e AL R L s K (2010) ( HyE ) ]

R €= A e N AN E NN
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T URHE e 2005 4f 2013 4 — 2010 4

i /]
TE M LR 287 330.9 244 181.43

/mg-mL ™!
P Ak Jig 12( i) 28. 4( FE 4L FE M) 0. 286( W4 7€) - (REERR=14M)

/mg+ml !
pH 5.5~7.0 5.5~7.5 6.5~8.0 6.8~8
WK 3.8 4.1 — 5.5

/Lemmol ! +s 7!
BB 789 1110 825 688

/Osmol -kg = +H, 0
B 20C 2 3.1 3.0 —

/mPas  37°C 1.4 2.0 — 1.19
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ey C 16 Has GAN5 Og. xH, O CyoHsy N0, Gd Cy3HygN; 0, PGd; Na Cy3HygN; O, Gd-2Na
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