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Abstract: Reference materials are the “ruler” and “weight” of analysis and testing.In recent decades the demand for reference
materials is increasing tremendously with the development of analytical testing industry the domestic analytical reference material
industry has formed a coexistence pattern of imported reference material brands national certified reference materials and private
reference material brands.The development history and current situation of the domestic and foreign reference material industry
the domestic and foreign reference material producers was summarized especially for the first time summarized the RMP with
CNAS-CL04/ISO 17034 accreditation.The problems in China’s reference material industry are pointed out the trends of the mar—
ket is forecasted.

Key words: reference material ( RM) ; certified reference material ( CRM) ; GBW; GSB; standard reference material; reference

material producer ( RMP)

« »”
“ » o«
12 35
30 118 :12021-05-27, 12021-09-10
100 o Dedicated to the
100" anniversary of Chemistry at Nankai University.
« /
(2019YFC1604804) -
(19879
A ° E-mail: lei.zhang@ altasci.com.cn.
N N J . 2021 43(12): 1657-

1667



1658 2021 12
1 ) ;(4)
1.1 N N N
JIF L (5)
1005—2016 ¢ AN
GB/T 15000. 2—2019 { 2 ( SI) ;
DI (6) .
( CNAS) CNAS-CLO04 ( /
) ()
( International Standardization Organization ISO) N
30( ISO Guide 30—2015) * ( ) . ( )
Reference Material( RM)
"+ Certified Reference Materi— ( Certificate of
al(l CRM) “ Analysis CoA Cof A),
/ “ -
v "o RM
o CRM “
RM 7 “ oo
“ v v / " RM
7 CRM “ Vo CRMs N CRMs o
7o v / RM CRM
" (2021) o
1« » = CRM 1.2
. ) ) u
( GBW)
(GBW(E)) 13 * ( GSB)
N 16 2 1) 5 N
( NIST) Standard N N .
Reference Materials ( SRM) . . N
(NML)) RM CRM
Wako  RM.CRM
“ 7 RM.CRM 1 (GBW.GBW(E))
. ( GSB)
CRM Tab.1 Classification of China Certified Reference Materials
RM . CRM ( GBW GBW(E) GSB)
(1) A (GBW GBW(E)) (GSB)
;(2) 1
( ) 2
- (3) 3
4




43

12

1659

(GBW GBW(E))

10

11
12

14
15
16

( ISO 9001 “

[

1.3

Reference Material Producer( RMP)

/

CRM

( USP)
( LGC)

ISO 17034

( NIST) 7 CRM.
( BAM) * (ChpP) *
CRMs o
. 2018

29 /

CRM

Management system of China Certified Reference Materials

RM

7 LISO 17025

” 30 31

( NIM) *



1660 2021 12
“ (E) GSB o
"( “ ) ( CNCA)
( CNAS)
<< >>o ~N N
/ 7 CNAS
N ISO 17034  CNAS-CLO4
() . (CRM RM)
o ISO17025
( GBW) /
(GBW(E)) RM.
» “ 2
” ( 14 ,7) 2. 1
7
«“ ( GSB) ” CRM ( 2) CRM
35
CRMs “ LGC
o i . COMAR
N o 310
GBW/GBW o
2
Tab.2 Major foreign official reference material providers
( ) 1SO 9001 ISO 17034
1901 ( NBS) 1988
( NIST) 4 :
- 1990 M M
( NIST) 8
. NIST
1 200
500 ERM®.BCR® TRMM® -
QI N -
( ECJRC) N # #
1880 -
( BAM) # #
LGC (LGC N v

Group) n




43 12 1661
( ) 1SO 9001 1SO 17034
( NMIA) . NMIA RM.CRM # vV
CRM : . . .
# vV
( NRC)
NMIJ N . 4
( NM1J) . . . . CRM # vV
1842 1945
- # #
( Ph.Int.) N # #
usp . .
( / Y USP/NF) USP 1820
USPNE) ) NF 1883 1980 NF15 usp USP.NF . .
(U ) USP39-NF34. USP
N . . . NF USP
« USP-NF ( FDA)
( Ph.Eur.) (EDQM) 39 # #
120 . 10 2 447 2 800 .
(BP) 1864 . ( BPCRS) . P
900 .
(JpP) . . 1886 # #
2016 (JP17) 2 000
# iV 1) LGC 1 2)
( USP)
Sigma. LGC N
( 3) . 1SO
9001 1SO 17034
CRM RM
ISO 17025
o 80
( CoA)

95%



1662 2021 12

3
Tab.3 Major foreign corporate reference material producers or providers
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Tab.4 Major domestic reference material producers and brands
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