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Exploration of a systanatic rapid screening strategy by analysis
of cham ical can ponents illegally added n anti— diabetes
traditional Chinese m edicines and health foods
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gdong

Abstract Rap il screen ng strategy was explored by analysis of anti— diabetes illegally added n traditbnal Ch nese
medicines and health foods HPLC - MS results of over 90 batches anti— d iabetes function pwoducts were perbmed
w ith m athem atical statisticsmethods The teawas successfully app lied to study the canbmnative added characteristic
of the glibenclam id¢ biguande and agents gliclazide The canb nation of rap d screen ng and HPLC - M S can guide
estab lishment a fast— testingm ethod for detem ination of illegal anti- d iabetes additive And this systeanatic m ehod
has hgh coverage and resource saving
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Tab1 Chaenical canponents added illegally in 18 batches positive samples
LC-MS

(sanpkeNo ) (LotNo ) ( resu Is)
2009A 06674 080501TSN00190 ( repaglinide), ( rosiglitazone hydro chloride)
2009A 06970 20080826 ( phenfom i), ( ros iglitazone ), (glbenclanide)
2009A 07223 20080701 ( phenfom ), (glbenchm ide)
2009A 07555 81120 (glinep iride), ( rosigliazone)
2009A 07647 20080120 (glinep iride), ( rosiglitazone), ( phenfom in)
2009A 07711 (m etfom in), (glbenclan ide)
2009A 07775 20090327 ( rosiglitazone) , (glin @ iride)
2009A 07778 20090101 ( phenfom i), ( glbenclm ide)
2009A 07844 81201 ( phenfom ), (glbenchm ide)
2009A 07871 81101 ( phenfom i), (glbenclm ide)
2009A 07968 20081014 (m etom in), (glbenclam ide), (rosigliazone)
2009A 08224 081201 101 ( rosigliazone)
2009A 06589 20090301 (p oglitazone)
2009A 08106 20090322 (m etom in), (glbenclam ide)

X001 Y08BO1 ( phenfom ), ( ros iglita zone ), glbenclam ide)

X002 YO7B02 ( phenfom i), (glbenchm ide), ( rosiglitazone)

X003 ( phenfom i), (glbenckm ide)

X004 20081209 ( phenfom n), (glbenclm ide)

, - 18 s 6
5 s
- - 12 3 2, 2
2 18

Tab 2 Frequency added illegally in 18 batches positive sam ples

( single added statistics) (canbmnative added statistics)

( can ponen) ((batches) ( am ponents) ( batches)
(glbenclanide) 1 ( single) 2
( phenfbom in) 9 - (glbenctm de— phenbm in) 9
( psigliamne) 9 - ( glbencbm de— methm in) 3
(methm in) 3 - (glinep iride— rosigliamne) 3
(glinep iride) 3 ( ros ielimne— repaglinide) i
( pivglitzme) |
( repagin ide) |
(note): ( single represents rosiglinzone and repagli de)
2009 4 - - 1,
, , s 3
11 -
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Tab 3 Investigation of false anti- diabetes

drugs in Beijing

(drug name) (lotNo ) (resule)
(Y isukang capsule) 20080817 ( phenfom in)
( glbenclm ide)
(Xiche Anti- diabete 20080216 ( phenfom in)
capsule) ( glibenc lam ide)
(Y ishen Tangb kang) 20080107 ( phenfom in)
( glibenc lam ide)
(Y ishen Tangb kang) 20081220 ( phenfom in)
( glbenclm ide)
(Insulin / ( glibenc lam ide)
Zaishengsu)
( Zhonghua Y kangba) 80215 (metom in)
( phenfom in)
( glibenc lam ide)
(Y thuo Y shenn ing) 20010806 ( phenfom in)
( glibenc lam ide)
(Huangjing 20080328 ( pioglitazone)
Foshau Jinghua capsules) (glm e wride)
(HuoliShansh i pilk) 20080210 (metom in)
( glibenc lam ide)
(Yishen Luoweiyi 80216 ( phenfom i)
capsules) ( glibenc lam ide)
( Shenchmng 60415 ( phenfom in)

X iaokeling capsules)

( glbenclam ide)

, 2005
2009 “

”»

2.2

2000

SFDA

2.3
2.3.1

2.3.2

”
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II

[5]

186 503

1~ 20

200



Chin J Pham Anal2011, 31(2) — 421 —

o b l

’ I I (rapid screening) |

’ ’ |
!

( IDL - C) BHYE (positive)
v

- i (LC/MS)

’ '
{ l

3
Bt (negative) FH¥E (positive) Bt (negative)

2

2
2
? Fig2 Systen scheme for detemnation of illegally added chen ical can—
’ ponents
- ’ L6)
2
10 (
2 2
1 2 2 )
HPLC , , 10

FEf (sample)

|f}%ﬂ‘$ 1(rapid screening)

l 2

BH¥E 1 (positive) B (negative)

LC-M
I W - R (LC/MS)I |19%ﬁﬁ 2(rapid screening) C S . ’ b 3
, 10 g 10 " g
PBH¥E 2 (positive)
||3Ei‘l'i" (positive) ‘ISEHE (negative)
- Bt (LC/Ms) 1/1Q ,
| ’ ;
(MS-MS)
: . LC- MS
Fig 1 Rapid screening schane for a particular canponent
2
2
s —
[7] _
2
() ,
) R 2
9
: SFDA

§ ;
P ;



— 422 — Chin J Pham Anal2011, 31(2)

, 4 YAN Yun- xing( ). The third- generation sulbonylirea anti
— diabetic drugs— glinepiride( 3 -
). Chin J Clin Pham ( ), 2006 14(5): 334
’ ’ 5 WANG Jia( ), 20U Da- jin( ). A nev trend on type 2
s diabetes therapy— six key— pomts of ghicose— lwering methods( 2
— ). Chin ]
Prac Inte M ed ic( ), 2009 29 ( 5): 413
1 WANG Li- xi ( ), LILi( ), XE Yan- xi ( ), 6 LIU Qi- zhong( ), LIHui- yi( ), HANG Tai- jun
et al The safe use of Chiese traditional patent medicines containing ( ). Detem iation of cham ical anti~ dibetic compon ents ille-
chem ical dugs| ( ) ). Pham gally m xed n traditional Chinese med icines(
CareRes ( ), 2002, 2(4): 211 ). Chin JM od App l Pham (
2 7HANG M ei- Ing( ). YE Zuo- wu( ), WANG Xiao ), 2008, 25( 1): 61
- jun( ). Analysis of hypoglycen ic drugs used i our hospial 7 7HU M ing— da( ), MAW ei( ), CHEN Dong— dong(
fran 2004 © 2007 ( 2004 - 2007 ). Chin ), et al Smultaneous detem nation of active canponents and
P ham ( ), 2009, 18( 17): 40 antt- dabetic drugs in propolis hea lth food sby ultra perfom ance li
3 WANG W ei( ). Review of the utilzation of hypog lycaan ic drug uid chrm atography tanden mass spectran etry( -
in our hogpital fran 2005 to 2007 (2005~ 2007 ).
). EvalAnalDmug— useH op Chin ( Chin J Anal Chem ( ), 201Q 38(2): 169
), 2009 9 (1): 24 ( 2010 1 27 )

20115 1A 248 T, YRR A LA R B LEARZE FT AFETARIERES
REBIT RRKESLH BRI HAEKE SHE R TA ST TEAR BT 605 A5mT ks
'Y

AN EHBABEKS ALK 25, 5858 THRYA ERE ZTWHIE EHEF LR ESAKIFE
R At RELE R EE R G B EETRABGM O/ FERE BIR CMPAER 29 kb
A& KF s T feEk BB AR 2F BT FF% T T T LR, F 5L LGAR #7269 R

BB, EEAERKMT T 23E T ARKTE —FRBH KRR T EEFRR I/ F AL
FT AN AR Aedgd, KR THRE A5 GRE T EE FUR R T4 0 TR & 2 &, TR &4
B 7 3R & 3 A4 I A I €] ATAE ) 32RO B RS, A B TR R A K-FARS FRERS
LR, BB FE SRR ST R g R Es AME ﬁiﬂ B MR 6B 3R I E A1 AR
B9RT B AME R BRI AT AT A TR A R A BARK Bt —F REMA], BHEHK I FRHEKFR
0 B R A ek B R 27 5 b bk VARG A, R A IR, 46 5 AAE AR, B 4R M 3Rt
& 71 FoK T, st 38 5R A& R A B R B8 R 77, 125 B IR

Wit AR AT B AARKET MBS MEREARR 25 2 ERORTHE, XHHT 4
JGE IRAE AR %) ey, KB T MARAY B 49

) 5 www. nicpbp org cn



