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Reg 2377/90

laying down a Community procedure for the
establishment of maximum residue limits of
veterinary medicinal products in foodstuffs
of animal origin

F#iTH H

B KEIR 2 S KIS T

Repealed 1n Reg 470/2009

Dir 96/22/EC

Concerning the prohibition on the use in
stockfarming of certain substances having a
hormonal or thyrostatic action and of
beta-agonists

FA#EITHH

A %EY) (Forbidden substance)

Repealing Dir 81/602/EEC
Repealing Dir 88/146/EEC
Repealing Dir 88/299/EEC
Amending Dir 74/2003

Amending Dir 97/2008

Amended in Dir 2008/97/EC
Amended 1in Dir 2003/74/EC

Dir 96/23/EC

On measures to monitor certain substances
and residues thereof in live animals and
animal products

Fi#iTH H

BEHIEFEE (monitoring plan)

Repealing Dir 85/358/EEC
Repealing Dir 86/469/EEC
Repealing Dec 89/187/EEC
Repealing Dec 91/664/EEC
Implementing Dec 2002/657/EC

Dec 1999/879/EC

concerning the placing on the market and
administration of bovine somatotrophin
(BST) and

repealing Decision 90/218/EEC

F#nTH H

AEZ (Growth hormone)

Repealing Dec 90/218/EEC

Dir 2001/22/EC

laying down the sampling methods and the
methods of analysis for the official control
of the

levels of lead, cadmium, mercury and 3-MCPD
in foodstuffs
FA#EITHH

HEBE (35 #ROK)
TG 3-HEN R

10




Reg 178/2002/EC

laying down the general principles and
requirements of food law, establishing the
European Food Safety Authority and laying
down procedures in matters of food safety
F#iTH H

BXEE—A B i

Dec 2002/657/EC

implementing Council Directive 96/23/EC
concerning the performance of analytical
methods and the interpretation of results
FAEIH H

Y HEE 2 AR AER]

Implementing Dir 96/23/EC ;
Amended 1n Dec 2004/25/EC

Dir 2002/69/EC

laying down the sampling methods and the
methods of analysis for the official control
of dioxins

and the determination of dioxin-like PCBs in
foodstuffs

F &= H

HIRE S ot 502 - R e 5 SR

Dir 2003/74/EC

amending Council Directive 96/22/EC
concerning the prohibition on the use in
stockfarming of

certain substances having a hormonal or
thyrostatic action and of beta-agonists
F#EIHH

41 (Forbidden substance)

Amending Dir 96/22/EC

Dec 2004/25/EC

amending Decision 2002/657/EC as regards the
setting of minimum required performance
limits

(MRPLs) for certain residues i1n food of
animal origin

FA#EITHH

B SRR ~ B AR ~ RS R f L
Gk me KA HIRE 12K

Amending Dec 2002/657/EC

Reg 396/2005

on maximum residue levels of pesticides 1n
or on food and feed of plant and animal origin
and

amending Council Directive 91/414/EEC

Amending Dir 91/414/EEC
Amended 1in Reg 2008/299

11
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REE 2 B KRR AT &

Dec 2005/34/EC

laying down harmonised standards for the
testing for certain residues in products of
animal origin

imported from third countries

Dir 97/78/EC
Reg 882/2004

Reg 401/2006

laying down the methods of sampling and
analysis for the official control of the
levels of mycotoxins in foodstuffs
FA#EITH H

R BYbPZEBEEERE Y

Reg 882/2004
Amended 1in Reg 178/2010

Reg 199/2006

amending Regulation (EC) No 466/2001 setting
maximum levels for certain contaminants in
foodstuffs as regards dioxins and
dioxin-like PCBs

F#iTH H

Dioxin &z PCBs Z e KIS BeT &

Amending Reg 466/2001

Reg 1881/2006

Setting maximum levels for certain
contaminants in foodstuffs

A H

TIAWZ KRR R

Reg 315/93

Repealing Reg 466/2001
Amended 1n Reg 565/2008
Amended 1in Reg 165/2010
Amended 1in Reg 1259/2011
Amended 1in Reg 594/2012

Reg 1882/2006

laying down methods of sampling and analysis
for the official control of the levels of
nitrates in

certain foodstuffs

A H

PREEROT - B Z R oy

Reg 1883/2006

laying down methods of sampling and analysis
for the official control of levels of dioxins
and

dioxin-like PCBs in certain foodstuffs

H#EH H

BRI ¢ B Z R R S SR ED
73

Repealed in Reg 252/2012

Dir 2006/13/EC

amending Annexes [ and II to Directive

Amending Dir 2002/32/EC




2002/32/EC of the European Parliament and of
the Council

on undesirable substances in animal feed as
regards dioxins and dioxin-like PCBs
F#iTH H

BY)eaE 2 BUR Y R R

Reg 333/2007

laying down the methods of sampling and
analysis for the official control of the
levels of lead, cadmium, mercury, inorganic
tin, 3-MCPD and benzo(a)pyrene in foodstuffs
FA#EIH H

BREER O« B8 - 88 - Ok - fEiES
3-HEN R EIRTEM

Reg 882/2004

Reg 2008/565

amending Regulation (EC) No 1881/2006
setting maximum levels for certain
contaminants in

foodstuffs as regards the establishment of
a maximum level for dioxins and PCBs in fish
liver

FEH H

TIFW) R R

Amending Reg 1881/2006
Reg 315/93

Reg 299/2008

amending Regulation (EC) No 396/2005 on
maximum residue levels of pesticides in or
on food and feed

of plant and animal origin, as regards the
implementing powers conferred on the
Commission

F#EIHH

R I NIRRT R

Repealing Reg 396/2005

Dir 2008/97/EC

amending Council Directive 96/22/EC
concerning the prohibition on the use in
stockfarming of

certain substances having a hormonal or
thyrostatic action and of beta-agonists
FA#EITHH

%Y (Forbidden substance)

Repealing Dir 96/22/EC

Reg 470/2009

laying down Community procedures for the

Repealing Reg 2377/90

13




establishment of residue limits of
pharmacologically active substances in
foodstuffs of animal origin

F#iTH H

B REWIRZ S K S &

Amending Dir 2001/82/EC
Amending Reg 726/2004

Reg 124/2009

Setting maximum levels for the presence of
coccidiostats or histomonostats in food
resulting from the unavoidable carry-over of
these substances in non-target feed
F#nTH H

DR EREER

Amended 1in Reg 610/2012

Reg 1152/2009

imposing special conditions governing the
import of certain foodstuffs from certain
third countries due to contamination risk by
aflatoxins and repealing Decision
2006/504/EC

H T H

R 2R

Repealing Dec 2006/504/EC

Reg 258/2010

imposing special conditions on the imports
of guar gum originating in or consigned from
India due to contamination risks by
pentachlorophenol and dioxins, and
repealing Decision 2008/352/EC
FEIH H
EIFSRAZE SR 2 TS S R

Repealing Dec 2008/352

Reg 178/2010

amending Regulation (EC) No 401/2006 as
regards groundnuts (peanuts), other
oilseeds, tree nuts, apricot kernels,
liquorice and vegetable o1l

F &= H

BT BYbPZEBEEERE Y

Amending Reg 401/2006

Dec 2010/327

amending the Annex to Decision 2004/432/EC
on the approval of residue monitoring plans
submitted by third countries in accordance
with Council Directive 96/23/EC

F#iTH H

BLETEE

Amending Dec 2004/432
Accordance with Council
Directive 96/23/EC

14




Reg 165/2010

amending Regulation (EC) No 1881/2006
setting maximum levels for certain
contaminants in foodstuffs as regards
aflatoxins

F#iTH H

TIF Z I KR AT E

Amending Reg 1881/2006

Reg 37/2010

on pharmacologically active substances and
their classification regarding maximum
residue limits in foodstuffs of animal
origin

F#nTH H

Y e Y i KR AR E

Reg 1259/2011

amending Regulation (EC) No 1881/2006 as
regards maximum levels for dioxins,
dioxin-like PCBs and non dioxin-like PCBs
in foodstuffs

Amending Reg 1881/2006

Reg 594/2012

amending Regulation (EC) 1881/2006 as
regards the maximum levels of the
contaminants ochratoxin A, non dioxin-like
PCBs and melamine in foodstuffs

F#iTH H

TIF Z KR AT E

Amending Reg 1881/2006

Reg 252/2012

laying down methods of sampling and analysis
for the official control of levels of
dioxins, dioxin- like PCBs and
non-dioxin-like PCBs in certain foodstuffs
and repealing Regulation (EC) No 1883/2006
F g TH H

RERI . BYh 2 B RS SRR
AN

Jé% 1 Reg 1883/2006

Repealing Reg 1883/2006

Reg 610/2012

amending Regulation (EC) No 124/2009 of 10
February 2009 setting maximum levels for the
presence of coccidiostats or histomonostats
in food resulting from the unavoidable
carry-over of

these substances in non-target feed

Amending Reg 124/2009

15




Reg 277/2012 amending Annexes I and II to Directive Amending Dir 2002/32/EC
2002/32/EC of the European Parliament and of
the Council as regards maximum levels and
action thresholds for dioxins and
polychlorinated biphenyls

F#iTH H

CEER T RS E 2l B S TN RS

Reg 589/2014 laying down methods of sampling and analysis | Repealing Reg 252/2012
for the control of levels of dioxins,
dioxin-like PCBs and non-dioxin-1like PCBs in
certain foodstuffs and repealing Regulation
(EU) No 252/2012

AR H
BEER T B 2R K S SR
2

Rec 2014/118/EU | on the monitoring of traces of brominated
flame retardants in food

2010 Scientific Scientific Opinion on Polybrominated Biphenyls (PBBs) in Food
opinion (EFSA) FR#ETH H

%2057 (PBBs)
2011 Scientific Scientific Opinion on Polybrominated Diphenyl Ethers (PBDEs) in Food

opinion (EFSA) FREE H

PBDEs
2012 Scientific Scientific Opinion on Emerging and Novel Brominated Flame Retardants
opinion (EFSA) (BFRs) 1n Food

R #iTH H

BFRs
2013 Scientific Guidance on methodological principles and scientific methods to be
opinion (EFSA) taken into account when establishing Reference Points for Action (RPAs)

for non-allowed pharmacologically active substances present in food

of animal origin

16



FRETH H

PBDEs
2010 Guidance Guidance document for competent authorities for the control of
compliance with eu legislation on aflatoxins
FR#ETH H
Alfatoxins

17
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1. 75%%(contaminants)fEIFZIEAE LA BTG & IR T & ER s E A B tf
T 2ALEY)  BEBEESAYPINERE - BEEE

2. k¥E 96/23/EC ZEZ » ¥ (residues) BRNN{E FHAVEEY) » Ex1%%%Y) (parent
drugs) SCEACHY) (metabolites)ifFfEEM T BIANBWIFHEE - GRIAIIY) -
gk Hulge¥ NEEARTEE -

(=) . BXER 96/23/EC M4~ BevEpyE BB~

Group A EEENERE (Anabolic effect) ZH/E K KEFFal 2 ¥/&E

Sti1lbenes, stilbene derivatives, and their salts and

=

esters

Antithyroid agents

Steroids

Resorcylic acid lactones including zeranol
B-agonists

Compounds i1ncluded in Annex IV to Council Regulation EEC
No 2377/90 of 26 June 1990

(1) Aristolochia spp. and preparations thereof
(2) Chloramphenicol

(3) Chlorpromazine

(4) Colchicine

(5) Dimetridazole

(6) Metronidazole

(7) Nitrofurans (including Furazolidone)

(8) Ronidazole

Group B TEEREE HEER S > iy By BL, 2B2, K B3 (L&) -
Bl 1. Antibacterial substances

(1) B-lactams,

(2) Tetracyclines,

(3) Macrolides,

(4) Aminoglycosides,

(5) Amphenicols,

(6) Polypeptides

SRR AN S S

18



2. Chemotherapeutics
(1) Sulfonamides,
(2) Quinolones,

(3) Nitrofurans,
(4) Nitroimidazoles

B2 HthERE& %% (Other veterinary drugs)
1. Anthelmintics
2. Nitroimidazoles
3. Carbamates and pyrethroids
4. Sedatives
Non-steroidal anti-inflammatory drugs , NSAIDs
6. Pharmacologically active substances
B3 HMr'&E g 524) (Other substances and environmental

contaminants)

Organochlorine compounds
Organophosphorus compounds
Chemical elements
Mycotoxins

Dyes

Others

o Uk wnN R
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Drying chamber
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2. ERaE Ky
TEBNWYIFHEE 2 oAt b > FLblis e SEYIAE iR - fR K g » R Ky is So S8 AT (it
BT EGS AN Phase 11 HYMEE - ZUBIL@IER - B EIPA sulfates B¢

glucuronides HY4E&RE(conjugated forms) (L) °

Cortisol 21-sulfate
Testosterone 17-sulfate

Estradiol 17-glucuronide Estradiol 3-glucuronide,17-sulfate
Bt - SEERE B R R EEY)
FHATIHEEY) - ARG A S KAE - oA b e R RS EEYIR R RO - K L
Ry R K IR A LB KRG 70k » RilE R IIEE & - M ERRAVE M - (HEE S REHYEE
PR AR - 1238 R M FH R & JER A BE LB CFRRC Sl S - A MBS uIEET Ty

A RS RV EEYIRE R K

Enzymatic hydrolysis » Chemical hydrolysis

Testosterone 17f-sulfate

Arylsulfatase (Helix pomatia) MethanOIYSIS SONOlySlS
- Anhydrous Methanol Ethyl Acetate
Reagents + +
Acetyl Chloride Sulfuric Acid
Theoretical .
s ) . Glucuronides + Sulfates Sulfates
efficiency
. 0.5M 0.5M
_ Typical 10-15 min 4575 min
Nandolone 17p-glucuronide conditions 40-50°C 40-50°C

Glucuronidase (bovine liver)
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BT 2K AL /KRR (B R BB

fi 2K i

{E%S Rl

w o HEREE R H A )

#H¥} glucuronides F sulfates BYZKEERY | T e S e I E 7y EE [ i
HE4F

RPN SN ARegEE T TEY
{EEE/K iR
{ERE TR

B H AT R ENES U
ST YIRS - FUAARUEHI E SR
P
B MR

(=) . 25HL

1. BTZEHCP RIS EE 8RN T

fEEEPETFENERFEER A BEZE LR G2 (DHEE Q)R_REYEE
(3) EEVIEZERUARE T ZRRENE (4) RS ENEHRE -

2. HRMERUTE

(1) [EAHMEEELZ(Solid Phase Microextraction, SPME)

F A EES YA REE - H AT AR RS By GC-MS/MS » {H B RiiJRE SCEkHE SPME 71l iE
] LC-MS/MS » FEFHIMEEEZ AZ CRTeE R iR ZF R 1 o B 'E - FEEA 287
F8 4 Eays e » 4 :Polydimethylsiloxane (PDMS) - Polyacrylate (PA) -~
Styrénedivinylbenzene (SDB) <Rt ity > —ERiFRIZEFIBHRE - % - raageu (=] -
A GC-MS/MS B¢ LC-MS/MS #EFT 537 - (R HREASR snb R IR0 - KB iR AWK TE
ZET\WATE > B f A ELRE AR ol 1R B R A I E R h i 22— BRI - T
PRy - AREAD T
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Syinge barrel

Z-slot

—

GC Inlet

I
|

Adjustable
depth guage

Septum
piercing
needle

@eOean0e0
020082002

}

Pierce sample Expose fiber  Retract fiber Pierce GC Expose fiber Retract fiber
septum Extract Remove inlet septum Desorb Remove
Y Y
SORPTION DESORPTION

(2) BEFRREEZLELE (Pressurised Liquid Extraction, PLE)

FH EEAA RS T o R 2R AR -

BERTEERI = RECR - (1) ZEHIRF R S TR EREE (2)

BAR MBI E R 2 S EAER () R YHREE]
BRI > WAE S =R DR & 2 HUEE

(3) HYEHENEAMZEEDEMatrix Solid Phase Dispersion, MSPD)
IR EVE B C18 bonded silica, Florisil, Na2C03, Celite ZRA)1% » TREANE
R > FRIRARDREREY T FARZEH > FAT BRI T

Solvent

Mixture{sample-sorbent)
Blending

Transfer blend Compress Elution
to column

S.A. Barker, A.R. Long, C.R. Short, J. Chromatogr. 475 (1989) 353.

.
Ry
-
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(4) WR/EFEEGE(Liquid/Liquid Extraction, LLE or Liquid/Solid Extraction,
LSE)

BORAEEUR I A AERER] TR SR - LB L EEFE T \(EE T

RZEFIZEHEROR » ZEHUF B BRSO AT A WA T 2 3 B (B o T ] B H R Ry A FH 7

BT EIREEYE T REE AR -

Aqueous |
solvent
Organic
solvent
Add clean immiscible Shake or stir to Phases settle and
aqueous solvent allow molecules to separate with
phase partition gravity

(5) QuEChERs

QuEChERs % Quick Easy Cheap Effective Rugged and Safe ZEFHVREHHHE > 1F 2003 &4
H Anastassiades FE AFEH B —TEEENTHYRESORIIBI A BTNV ZEAL - 1% m e DL AL
BRI R B B8 TT0A H Rl R Z 4OE TR R A BV 88 RIRFER RS -
BEJT AR B R » B RLAYZEHUT A B - BE R R AR AR o
By EhrEL - Bl 1) St EiREEEY) - AR RENTE N NARE - e B2
R (SHEHREEYZ M > BIAERIEHER(growth promoters) ~ #BL¥:(dioxins)
EZ GO (PCBs ) ~ =2 &M% (melamine ) K % E8 75 5 ICHE (PAHS ) R Shd T

(=). 3k

R R ZE AR — D E T > H BV S RHEAEN TR LB - B ey
R HAE - AR BT B & EAAEZEHUF (solid phase extraction, SPE) ~ %%
HRLE(immunoaffini ty) & FHaElE(molecular imprinted polymers, MIP)EE o DL
T FARENE BB TERA © o FIREDNE R — B A PR E Y RE ARG - B A
IRV RLE (EIEM (template) » FHELE REALBEAC #E 1T IR IL(E S & (non-covalent
interactions)s(I(H (covalent)$&S - ZMRINNISCHEA ~ ECARTIFHEI TR S R LR -
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BN - BB SEEN R EH -2 BEY) FERPR R mETFHE o 8 AR E
MIEEEEFEIERI S (electrostatic forces) ~ & #8 (hydrogen bonding)=¢ LIS FLE
77 (Van der Waals froces)Z & S54Mg RAVIE K EE EFF Kb (Schiff” s bases) »
HEZ{E(borate) ~ BEHA{ESIE (acetal ketone) KER{ERIE (ester)SF ° &/ o+
EERVRAZE

%?g o

\
Template
[:;.:mm
Functional monomers
& Cross-linkers '¢t}“

lwm«
- 1 1. Formation of
E _ imprinting cavity by
' polymerisation
lEJllrﬂﬂun

MIP b
\$ I 2. Template removal
e

&)\ ~ T ER AR E

{5 I o3 THRENVAH TS Ea 2 o] DU S L (#4eHY SPE BEEERFERCR - INRBEEM 4 (2
ST > TR SEZ © BTSSR ACE - st — MRSy — e R G RS
T3k ABSHEZERITEEEY) - 402R SPE S BRE P i RIm e 20K > 3 73BN A RIE RS
BT EBEE - (HESR=ER 12K - SARAF FEEFEY) & T R EHE L%
Y2 53T iER S T E Rk BB A LRy TR EA B E M ZE A E SR - e
clenbuterol HYENL » HulE s &8 3R 7y TR ENAR R BRI BB EH A HUE - AFH)
YISt AR B MR AR THREVERVIER] > ERAER HIBKAIRIR - #5H
B RS BRI T R I 2E 2 A B (8 T e R S A ey SFk
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3 E+04 {3
2,E+04 o
2 E+D4

2.E+04 A1

Signal (ops)

1.E+04 1

5.E+03 4

0,E+00D +4

p-Agonists

Urine extracts spiked with Clenbuterol
(0.05 pg.Lt (277>203))

MIP

A

X 10

25E+02 T

2.0E+03 4

o
m
+
(=]

o

10 15 20

Time (min.)

Signal (cps)

5.0E+D2

0.0E+DOD

[ ~ PRy - PRENA B A A H F b 2 S5 R
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I~ Bl

A BT E RV R IR ENT 280 - EE R B b E R (2
HZER4 ~ B - B8 ~ BT ENEs BURREH A4 - WEEARARERTE
A B VUMRAE (Quadruople) ~ BET-F(Ton trap) ~ FRITE (Time-of-flight tube)
7 TERE R (Fourier transform) o DAVURSAR (Quadruople) iR AHE@ATE 66 K DT T
14g -

H A i 50 A ORI S T = B DU RS B 55 (R QqQ) » A& WY 4HPURRKARE &
SHTES(Q1 Kz Q3) Fefl—4HMliH#E 2 (Collision cell) (q)FTaRAY% o Mk HiRAE T o
HtR o A = B IEE Y BB R - ¥R S BRES S RME TR Eim e %R
E T B4R - AL BN E SRS RINHOVRAS BRI AR B 22808 (Taylor
cone) * EMEZIPEY N » 2 BAEZEBIRRSENTRAVHEN T - ERREFERAVEEE
B (ERCEER]N - RTINS (Repelling coulombic force) /M

R AFAEEE T (Cohesion force) B » /NGRS FE LAERER 77 AN AL - E AR TE 26 5/ )N
(/NIRRT © &R Y S I SRS SRR T2 HRHT (Desorption) JEECH
e IR T - et )T =0 Ry BRI EE (Electronspray ionization, ESI) e

lonised
Liquid (+)

Heated
C:[;Tﬂary MaSS
I‘ée;:uhser & P ~-50V
(N.) as-pl n
| n |et Taylor  Aerosol Formation Spectromete r
Cone Plume
lon
(LC SyStem) Fused-Silica SOU rce
Capillary ~+1.5 kV Sheath
\ Region
/ ESI Combination Mode|
+ +*
3 +
+
D Oo ° % RS
=T
» -
Positive mode: [M+H]+ protonated molecule
[M+Na] +, [M+K] + ... adducts
[M+CH3CN+H] + protonated, + solvent adducts
Negative mode: [M-H] - deprotonated molecule \

[M+HCOO 1] -, ... adducts SARAF /v.2 Taylor cong @
Ty e R B A 22 R BRI 22 A - ke i ad e i A AR S N B es - 55 —F
U Q1 ) BEFEFI A RIS T AN T e AR S () AR AS
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Rl A EE(E A - #EfThEFESAE S (Collision induced dissociation, CID) » ZUf#pk
RyEVIRET B > Fef& F S8 B VUASAR (Q3 ) f i B A RE AR R Bl > KL RN H Ares
ZZENIEEMN (Multiple reaction monitoring, MRM)fEZ o A F (AT
ZEEEN S HPERRE RAREAE 708 PR DUR R RNV E - e e e E R
H oy Z—LUT o SSAMNIERRE AR ERE J158 - FrAo i) 2 sHAEEL (Signal to noise
ratio, S/N) MH¥HES - BES A MBI S ERYEEY 50554 -

N~ AIE AR K e B o

1. AHEHRERE I

TEERER 2002/657/EC 3Z{FH » $1iF GC/MS Kz LC/MS @iy 7 B e ] & A i &

(1) ST IE @ T > g R FE B void volume (/MAREER > [IRU4% ENRAAATE ) 1Y
WfE DL L -

(2) T B A A A BE B ] (relative retention time) FEELIG BARRIRAIE T AH
5 BT GC B3 25 X H0E /20 5% » AN » LC B0 25 R dulE fyt2 . 5% -

(B DURAH Jeg AT Rl E s G ot i B ) 3,75 ol - IR REIRFE Ry 5.76
Gy o SR —EREAE S IRATE 3. 80 43887 —(EHHRURz I » PIRERERT &y 5.75 778 - Al
MRS By 1.5% 0 FF&12. SeryREs - DUREERSRARE > b i ieig b rige &
HEESHY) -

2. BB R

(1) AR > ATaEE F B (MS) BRI E 3L (MSn) - {REGARAT 2R Al AE
R (AT B B (LR) B= A R E 556 (HR, Resolution > 10,000) e
(2){=HIE(E Full Scan ~ SIM ~ SRM B¢ MRM 55 5 (=HIERSE & 0 B+ ~ 15 B F20E
fr 2R IEF -

(3)%N5R A Full Scan » FIZLEEU(EEEF 5 215 SIM ~ SRM =20 MRM #= » RIIZERF & A1)
BRI RAED - DIBRER 96/23/EC #ERIZKE > Group A AMEEYIZE &R E R/ V& F 4
Bl 5 Group B AYREEUE /DRy 3 Bl T R S HIRE RV D - DU R AV TUARAR R 5
BAE - —(ErTEEE T 152 1 &> —(EEYEET 2152 1.5 B LSS Group A
fb&Y)  2/0FE—(EpTEEETic e 2 EEYEET - b2 S 2/ DUTRIAYAR #i(E -
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MS technique Identification points earned per ion
Low resolution mass spectrometry (LR) 1.0
LR-MS® precursor ion 1.0
LR-MS*® transition products 1,5
HRMS 2,0
HR- MS® precursor ion 2,0
HR-MS® transition products 2,5

3. BETEE(Ion Ratio)

— (B EYHELHE S RIS R - (R R L&Y SRES R - G R e s

1 B EIHVhiHERE =0 R 7Y 53 R[5 LA dexame thasone 2K 73 F#E+ £y m/2 393
FHEr R 612 m/z 373 ~ m/z 355 ~ m/z 23755 > HIPREIOVRE R BT84 R EOUsET-LE
Tat i AEfin m/z 393>355 R BT > m/z 393>373 Je m/z 393>237 FyrE Vi1
TE VBT E T 2 BEEE m/2 3935373 B3 0.25 ~ m/z 3935237 Ry 0.15 0 KB
FerRED o U ERE 7 R AE25% (0.187 ~ 0.312) K£30% (0.105 ~ 0.195) » ATl E 1
Tl dexame thasone i » 53¢ HH L AIURH 0 ¥ 1977 - HEEFLLE/E i - AR

TE Ry % S5 -

THO2-11 14 (0.282) Cm (3:24) 355 Daughters of 393ES+
100 1 1.04e4
303
373
237
Y%
(274 l31al i Dexamethasone
147 201
i 309
- 1671T o7 ez || AP 270 | son| |o2s |
{ H | | |
0 ) l\||I= v ;"I "II‘ E‘F\-' |JII‘| " \l' :[“‘u ] 1}- ]rl‘ II ’ Ll |n!-" 1! | L i | : - m/z

i o

100 120 140 160 180 200 220 240 260 280 300 320 340 360 380l4(l)0 420 440 460I480 500

Relative intensity EI-GC-MS CII_ ((ECL;ITQI' ((E (;;gsn
% of base peak) (relative) T
( (relative)
>50% +10% +20%
>20%to 50 % +15% +25%
>10%to 20 % +20% +30%
<10% + 50 % + 50 %
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SARAF {ERESRCET A4 MR IEEEE 2002/657/BC 2 801 » /1 4HEEBEAI T :

1. Screening method and Confirmatory method

B RAE o M 05 E B0 % 4 RIS o3 Ry & i 5 0% (Screening method) K B 58 U7 7%
(Confirmatory method) - R HYFHRIEFY R - SHEEECIGIEYIE A R TT
TEMUCE—HITE © WIBEFTAT > WERD DT ARY B S KBRS iR 7702 © Bife 772 R
ITENE S RIVERNCAEE - HAAEERTER Y o EEAIIESDR: ()RR
(2)ENERA - (3)A e AU TER L A2 (false negative; false compliant)
HITESFAE > (4)F e S E—MELIRGIRF5ME (false positive; false non-compliant)
&SR -

> CONFIRMATION
ANALYT ANALYT
PROCESS PROCESS
SUSPICION l

NON
COMPLIANT

Hrp o Bl BIEMEAERIEAE - FE 2002/657/BC s H BRI Y 5k EwE B g H.
B-error (false compliant rate) < 5% BR T 5/ B -error 240 ILI7/AFEE—E
FIEREOR » DI R ZHIBI MG R - (0 —20 DI T AT LIS IR - $¥ER
T 07 AR A SR 5 R4S SR - FEFE RIS T A B TAROR - TSR T A ME B WA(E 2K
(1) S EUEE AR RV IR P2 MESE R ()& E ML B R RIS - 1 2002/657/EC
AR - WERE T AR ILIE B e oo i RO et g A R i - o5 R B E T —IR
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RIBE 7 EA B SRR 704 -
2. CCa and CCB
1. 2002/657/EC #ERIEZ SARAF FUMUEA
FRIZECE 2002/657/EC 2RI » J7AEMERSI ER 3% 7752 CCa R CCB fH » He CC
F{EFEHFE critical concentration [fi a X3 a-error (BHIEAIEZR) © B X
B -error ((RF2MEAVIER) - IESTR B atae > o BIAY T 355 5 BIAY 1T 372 -
BT A —{E 77 A% fERY critical concentration G[EIIF&A MEERZIFE o HERGEIGE
o BESEEREL (HO) SO T st (H1) &2 BN 8 Sl au A A KE - A'E 4
BEAMARE  BRIMKEREREIE 2 MR EBESRE - A R Sss s R R e
RUFEAER ey o FEaz BRI » SRHEIEERIL CCa K CCB @ Al EaiE K
HEOE  BRENETEMNSEITE - st RAEENEEY) - a-error K 1%
B -error £y 5% ; STEEEEIEAENEEY) > a -error J B -error 395 5% o IRIEAES
sl AL+ AERI 2 E SR e R AR » AR R J77E - i CCa Je CCB ZFETL
J7iEEE E A ATRELE » SARAF {RILEER] - ME B ERERERE L - WRHEH - A
PlaHd CCa R CCA BifE » FEBAOT

SARAF
BHBHEBH | oo = 233 %%
a
B HYIHSE cop = 233X 0p 164 X CVs
B= a(l— 1.64CVs)
S aBRRSTAIK  CVgh 20 B2 ERETE (CF B Py sa
HEL
I —up) +1.64 %G
P AN CCo = (UmrL — HB) : MRL
ZBPIFEE ccp = Qrm = o) 164 X Oyp + 164 X iy X CVs

a(l — 1.64CVs)

BB pure Ry 20 {EZ22 SAVEIN MRL JRIE NaR9E 2 E § omp i 20
{522 5 BB RN MRL R P aRi 2 e (=
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2. EitRJITA R R AZ C(CCCa o CCB Y5 &E

FHEETRR T A SRS T AER 7T > SARAF ¥ CCa fe CCB HIZEWTT :

— A R - SRR/ 2 (EEE T B AR R B R - SR AR

THEWHRHEE CCa f CCB 5 BAEMERR AT - ERHE AR EN » BUSESE

HIHTEE T g ARG CCa ke CC A3 - BRERR AR Z AT RE B th & A R [EIRVEDZ » (]

WA B =10 A5 CCa K CC 8 WY FS{E BT DA S 2 Eite /774 R
% BfMAREE—E CCa & CCA » {HE A Es SARAF FUMUALEIFF &N » BUA

BARAKIE ] 2HHHOE -

3. CCa ~CCB ~MRL ~ MRPL i Zero (ZEfaH)

FHATEIESSER - CCa ~ CCA ~ MRL B Zero (Zfgt ) FUBHARA T » Hrf Zero fEIHE

Ry —(EEER - HEE LA T2 RAEE RSB A ieE - A RTAE

xR BT PE AT - BRI EYEREEA AT RE AT BB B/ NN R AT R R

TECHEABRAZS RS -

(D)SHER T 2 EE2Y)
Increasing
1 concentration
CCB

False non-compliant rate
= very Iow CC(X,

False compliant rate = 5%

False non-compliant rate = 1%

False compliant rate y Ze ro




(2) U 2 85

Increasing
1 concentration

CCB

False non-compliant rate

= very Iow CC(I

wmpllant rate = 5%

MRL

False non-compliant rate = 5%

‘meliant rate fy Ze ro

=
SARAF SRAZLART By 2 48 > (EFRAEEURYE fy | BAUHSRE > SUEsRIE A% B R
B 9H NSNS HEREREERIIEE - ILEVE S o HSMILERETERZ
% DUT Fobth 2k  MRE B AN B AR BRI K A T e —

1. SRRV RO 2 Ao i e Re RS R AR S BRI N O] 72 - 48 B SARAF
P TRERTEEINERBR TR IR R LR RIE ES B FIA0 Pk
FUEE M IEBE A EZEE - RESCEEIR S B A (HE
/ﬁé’_ o

2. LEBERCAERp = EHEWIHEE 54 REHGMH & i LA T2 -
BIYIFEE - RIREZ - 549 - 66 - BEaEtas - BB NS
JiERREE N EERAH R R E B LT BUREE AR E RPkEL - 594N BUE
FE= (BLABERCA) I i N5 T EAFE - SERET A AT 2B -
B 777 EMH AR ERF 2002/ 657/ECZ BRI » BEREEL S EIRITIRARE - (H&
BEEES - 45 NB - 5l RBUTIRERE - Taed HRZANERAS
EZHIE > FAREREE B B AR BT E AT E ' T (MAEE H ATEINEL
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[0S MH e fe g BE AL T2 A B o AT 4% - BRI % A A e Z B -

3. ASREESER Y RO 53Ya R — B ] E Y E L feA Pl =

4. EERABL ST B AR T RET R T A Z W I AR 5% - MR RG R fA f
NEFISR - DT PRE I e LBl 2 A

th~ 255k
BUEEHR L RFEBARE Laberca BRERMLBEY SOV SHER
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