@)L =01 ool TyEILICH

YOUR SAFETY IS DUR STAMNDARD

el QN SEHZ

Ot AM-1510-01

AHaArE 01

o
e 2

dAl Mgz Il
gGot Al AR
(2121 PHUH M)

=
—
o

2026. 6. 30.

!GPENng@


http://www.kogl.or.kr/open/info/license_info/all.do

KIEM - HHA Hl - JHE EEH

A7HEARE OrR HAF MeETelz2]7] JHE R d5 Bt Al DA

oF
° (212101 OHLYA)
of2iof sftst= ArEtoll M|38F0] FA|7| HERL|CE.
0 ol S2= X&M QM & S - A 4o O o
X &AM - QHHMZE Q&L 7} W o2
= A AZ20| (ofetn gotAl AL J|EQ X|HAM - QHAMO| HHES MH
o2 MEtA|7] HIZLCH D™ £t = K|EA - QMO XHO|
L3t A 1 AFRE ofafof 7|Ms ZF=A|7| HiZtL|CEH
O HEE - A - AR E) e #™HFR (DA -2 -0 O o
Hol LH8e cha ME e Lpgst YL W o2
EZ2THAF
SEME | o cas Alue ooz walt zaol RN 0 o
o= W OlL2
[0 14 O|Lf BIAIX M8 e AB|A X|A| - HHo|| sietst= O of
{2 QL 7t? W o2
O 92 FHS HASIHLL MEste 8Lt 0 of
W o2
O AR 22 188 Q& ¥y we H™MFES 27| A O o
Me|st A2 Lk H oL 2
= AD| AR E 0= SLIZEE ‘Oif0]| SHRtEl= ZR0) X[EM - QA SE CHAO| OFZILICE
X &AM - OHHM X - 74 HAE MM ToL QaLCh
O LWEXo2 simMALRe| EAS 7[817| 310l HHEXoz A [ Of=X[&lA)
AFEO| X olL xﬂx NIA|SH= Z4QlL| 7} —T'—E'%-‘E?- ofL| @
XY LY Lol ME7|Z0[Lt MAtE MA|SHs AYLI? (A2LE) m OfL
] CHLiQIM o2 Had e Al - 538 . qf £2 47| &
= e = AP I (T
Zo|M MYSIHLE EXSH ALOLO|| CHSIO] AlZO|QHZOMM KO S ot
QAL J|&dte HAL M (IO
O A9l HEHSZ AEtsio] M2 FHE MM . Z3st7L O of
7|E} ol oIole &ste LJ20| YSL 7t W o2
Abet = A7| AZ0|| ‘ofatn EhotAl ZQ AeHE et L§8S AMF|SIA|D X|EA -
OHLHA X - 7H™ HKIS ZISHSIA|7| HfRFL|CH

7| Argo| Cisto] =I5 S
20264 6% 30¢
kXt 0|

~
o
g AEMEY) e

rio

0



http://www.kogl.or.kr/open/info/license_info/all.do

= oftdMe HeNez BN R8s 7HKls A0| OfERz 2E9| 7|ed4 (~oloofF oI}
S)0l= =751 TP oRfE/HA

= e CHEMEHEAN)E AHEARE DIofF ZAF MeEIEe|=7|7|of 8o '3:' Al HA
2|1 85 FUIE flet 2Rl AEARYS HMEoP| ol OFEAZIIELICE &8s Bt A

TeARgO] D FE AMZINE MBS MUHAIS i 22003 MES thyo=
SpgEIion] CI2 ZH R0 FueElE sk Z2ols ZIMEl 50| Chsiol
ARz HESORN ThrY Bl SEE 4 AT ST 4 ABLIC

—

HoA] 43O} Bl AfSI0| OfHlg Yi=alLICt

gl 2 OHHME BOl TFN - TSN A U RS MRS EffE MNERo0E o)
A JHY BT LKG 9 THEIQI ARE SO Tt He| HEE 4 U8 YesaLt

1= T N\l:l

=)
i
ro

OHLEA"2E CHLiIH 2z ©E | 2
ALRHOf CHBIO] AlFolofEotEMel YFS 7Iedts AMBAASATN XHM 2

B AY H2E)

oz
rot

e m
L]

=2

|

P4

B Jlole=gle] dig ooy EJAE o] AES AS A FoFEFtHF T}
AL A7 712 Fo]5FA 7] vrgEy

A3} . 043-719-4651 ~ 4670

A 2 ¢ 043-719-4650



http://www.kogl.or.kr/open/info/license_info/all.do

M08 ol

A7

o>

U X}

x9 W8

DS (B
(PHA1-1510-01)

2026. 6. 30.

"AZHEALE OFefR dAF MQITEel=7|7] JHE

- -

g5 87t Al DA

o etiM) s A7

0|
x



http://www.kogl.or.kr/open/info/license_info/all.do

Tl B e 1

1. ]\~] %(Introductlon) ................................................................................................. 1
2. ;54 _g.atql 5‘34 (Scope) ..................................................................................................... 2
B0] A H ottt 3
CAEH AR A) FHBE 5
1. TFQEEE ZA AP coeoereiersiemsenss et s 5
2.l AAL AR E ] 7)1 FEA] A A e 6
D1, EE LB s 6
D0, B]TF- Q1R AR} i 6

3. Y veks AARE v EAEZANARAARACE S7F Q1= EB) o 7
AP Prke mlekR AL AleRIdels7 7] A Al i) o 8

T ZAA] GE] e 8
D BL AT EL ] i 9
B, ZAAFEZ](QAFE] BIE) oot 1
3.1, A ZARF et 11
3.0, BFOIZA R -oeerrserreessessstssitsias s 11
3.3, FLLLE]E] vttt e 12

G, SR QLB ereereeeeree e e 12
5. FA 7] F3H] (CUE-OFE) rreveeressssmmmmrmssssssssssssmmmmmisss e 13
6. XIA (Inclusivity) ................................................................................................. 13
7 i]—‘?}%(Cross—reactivity) .................................................................................. 14
8. 74 ‘E‘l’%(lnterference) .......................................................................................... 14
9. A7FAAFE A ZQ] AA Al TLBIAFGF e, 15



http://www.kogl.or.kr/open/info/license_info/all.do

VI. A7HAARS ohefR AR Al 87]7]

/\6] l_(S- lg 7]— /\] :ﬂ_\",q /\]—'53- ..................................................................... 24
1 13./51;5-]] qlzjl—_l;_(r&;gﬂ%;‘q A g_g 73{%) .................................................. 26
2. _\Jj_%/\(—)] ........................................................................................................................ 27
3 l“i—/_\jlzﬂ “T—ETO]E(EP—(]"?_ %) ..................................................................................... 28
4 l"i./j'x_-l] _‘;'-.o]_l;_(zl-/]\j 113_%) ..................................................................................... 32
5 ;S] UE]E:_ ........................................................................................................................ 34
6 ;g-_;lz_ﬂo]-}ﬂ 31,]_9] H]E(Method Comparison) .................................................... 35
7. 7B BEAZ A s T T e 36

VIL A7 AR wlefR AAE AL R E o] 577

}\]-%Z:]' '@-/\é 3%7]— }\] :ﬂ_f—,’q /\]—60]- .................................................... 37

1. /\]__g_z_-]]@-/\é _\7517].9] %_9_/\3 ............................................................................... 37
1.1. 7]%2_4' %g]oﬂ 9,]3]] lﬂ_hj_% _9_%9] 7]_%/(6] ............................................... 37

1.2. logl‘lﬁ](_il_;(é]z_—']) 7]5]/\]_ 75_31],1‘0/] ‘O’]U]oﬂ q];:'_]__ Cd;(] .......................................... 38

13. AMEIFH AZBIE 913k AL 5 RN 7157} Tk S »

2. AFE AT HIF AT Q] A A e 39
21. ;}:}-7]_;]_ /‘kj_;g] 7]_7]_[:—7 c\)_]_;L%ﬁ]?_‘s_']-j_Gj 1:]_00]:/(6] QE ....................................... 39

22, 715117‘(1] %:_E ):_;l;g] ................................................................................................. 40

2.3, /\él]%_ A]_o]_z_ ....................................................................................................... 40

24. %7]_]7—;]:[ Ig_l 71511/\]_ _/I:z‘gg ....................................................................................... 41

2.5. 34%7]_7]5 ............................................................................................................. 41
VI. 2 AZ2 7 AAF Al TBAFGF o 43
J_T_L%.(Appendix) ................................................................................................... 44
71 u/:}, [‘E‘[S’/SAMHS’A—Q/ /37]/51- %],(/_ :’ZE.Z%” 7/% .................................... 44

T B (REFErENCES) s 47



http://www.kogl.or.kr/open/info/license_info/all.do

1 I

1. ME

sleks AA AFL AANA FAF AA

HE B} FEaddcionols 941 A A du
TR g SRR ALgoll YD mUEHEE )32
g SdEE Tt Seltehs 257 AL welBsl/ R FAT Yok

CHALEARAARIANALER) 02 2N

419 A ol
2 PEIA YAE MY 5 ABI1T )99 TR BN
wE RE ANT 5 AE ATAAE AF UF A8F
2771 Bolh o8 wAse $o AL Awadel 23 Fusil AESHE
ATVAAE AF QS AHHACH, AU E LA AN H2EF
o= BHstel BASAT

Holl wet 4371%
Al

oJulolo] Al4:3}

ANVAAE ATE 27] WA} 7)Y
[e)

Uoll 78T 5 dorf, dukele] AF Aol mE
A A 0 F FpsAde] T4 B 9

o 19l
gk ohjel Y ATE ARA o ou(EEA)

G’ ol 1Akt *%' olg dAVE AmMEA &S AF e A, EHaT

(o

=

AAG Gl 5 A - sk gl A+ ek Wb A7) AAsk B9
o A7) 910k shnl, BRE Ak 259 APol W wolof Bk

B 7hol=gil e ATEEARE AlFe iR A 1l
AA R de B@7E A A aEARE 22H R AFsh] flste] nhEE

1) Opek=o)l= gFAYAIAJOJoFRZ o] ZSHE] 0] 9JALQ] X|A|7} Qlo] B83AU, QA7 &AHist 7]
Awch o Qe B8shAU, oAt AYE 84 olelo] fr B&sH: 5 o8 FAo]
ohd Bxo2 Bgste e “%E d8o|r}

2) o277 MelAdo|2r]7] AL Wste] Ak’ ST Hoht M2AQ 7]4/0sA
£ WA we JjAe ouidth W "ARIFE D oR)] A8e Ag AEA
e WAL T AAS & RABIHOAL 1Al AWRAL 5)2 ojulgict,

_'I_


http://www.kogl.or.kr/open/info/license_info/all.do

AHAE AHEshe AlFol

- 4
Uuhros FEHE WPPEL WMo AYsgon, Hepom ggel U
1

OE A 3ot e Fol HeHE AN AFH AEIE AE
o Ftol=elelel AAE Heha A WAERE AT gouk JE AFH

3| ThE ASE 54 1D AEH dEs} Bestuz AFejokEaansie
z

Aol U@ A =oE AAAT,

3) AR/ ARl AFE AAE BAstel, DY Ex J1E Peje] AHIZ HER
BHe 1) § oo =T o) ASHES os® ABoloz, 2AMYH 5 WA §Eo
Aol 32 5 ABOIA OlofRg FAHE AES MRl Rs]7lo] shgeia] ot

_2_


http://www.kogl.or.kr/open/info/license_info/all.do

Bl =0 aw

A Ao 877

Aol BERRE fUeks AAE AddelA A gakd BE we zihelo]
AEEE Aok Oz - wA B2, 71T A - 4R, 2ZEdel 5 relws W] A
2z2A1E ] e o 57)712A T 2t Bl o sjje] sREls AEL TaT
boAEeE we gesty Ads And 2doz AgHE AE

g AW 20ERS BBSHAL APl o FE VA A BHoE NS

ok AdAR] Fefo] gt AR AFS HHO2 AEHE AF

z
. W, 2% 5 O Aol FESAL oM & W g % A%

o,

Foo] WeF P ATL BHOE AGHE AF

vl AR e g AR ARE dF5] AT BHOE ALHE AE

o AR PEe AASAL AS B3 E: R4S RUHIS] AT 23
o2 AgHE AF

= HelTigtel=7| 7)Y M2z (R el)

npoF gl A4 A o] AL AFA o [K06030.01, 25 5]
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A7 L2 W B BRoA vief, v} 5 vRefR BY/E= T tiAR] A=l
AREElE Aok

ol BH A 58 FHo® FAZ|EA il - ARgSE] el AlzE AlE2
Al 2] 2.

= HQTEORY|Y B2 Y ESY S VS 7

n}eFR{(Narcotics)

fopekF Felo] #S HE o whe vk - A A o]

D) wlek : kAN, o}, Fy) ), I F& dZARo|lt, 1
siotd JdAAF 9 1 & Ed=dE - EFAA =

2) FAHAA e ekE - RIZte] FFAAA N FE5ha,
Aa7E ATk A E] HEHFOoE = o

) il timbE, O A, tirkR Be FAE Y4E8E Alxd 2 AF T HelA

43 =4

w

%7] & 7 AHInitial Drug Test)/A 8 A A}
24 ARG 37 ANV Bod AAE TR 9§ AgHE B4 43
= O|= Department of Health and Human Services (HHS) % Substance Abuse and Mental

Health Services Administration(SAMHSA); Mandatory Guidelines for Federal Workplace
Drug Testing Programs Using Urine Specimens(2023.10)

51918 °oFE A AHConfirmatory Drug Test)/3F<17 AL

AAe] ME BIL Agsle] B4 oE EE ofZo] YAAES A¥sla A
As) FA=E T oA B A

= O|= Department of Health and Human Services (HHS) 5! Substance Abuse and Mental

Health Services Administration(SAMHSA); Mandatory Guidelines for Federal Workplace
Drug Testing Programs Using Urine Specimens(2023.10)

T2 AA(Oral fluid specimen)
NZAY 77 el AR, F2 AAelA AAHE A H Mg =3
= O|= Department of Health and Human Services (HHS) 5! Substance Abuse and Mental

Health Services Administration(SAMHSA); Mandatory Guidelines for Federal Workplace
Drug Testing Programs Using Urine Specimens(2023.10)
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3. =Wl OI=F BAIE DILX=SYSEUHAZPAS 6Dt - 215 ¢

AR 52 HEIE AFTE oF 2007] ol4ke] AFol s AZEe] Yow,
& A48T A, AARAE AFIT,

a4 37F-AdsH AFEY FF A=A GEGE - DS kR 175 2 A
npekR 650, AA ¥ EF AMAAE AMEsta o
OHH JF(Opiates)
22T 3 FAH(Morphine and analogs)
£ A3 E=(Oxycodone)
OHH HEtE (Fentanyl)
Z 2 Z A|H(Propoxyphene)
F x| EE (Buprenorphine)
0| Et= (Methadone)
A7t A FZIRl 8! 1 CHAH|(Cocaine and a cocaine metabolite(benzoylecgoning))
orets CHOf FHtH| .= O| E7{|(Cannabinoids, &2 A9-tetrahydrocannabinol, THC)
4|ERI(Amphetamine)
0| E 2| E+ 2l (Methamphetamine)
HF 2 H|EHF (Barbiturates)
S Al &l 7= C| OFA| T A| (Benzodiazepines)
O | 34 DIERICISA I HIERIHEIR(3 4 Methylenedoy-N-methylanphetarring. VDV
HALO|Z 2| El(Phencyclidine, PCP)
A Et2l(Ketamine)
2| A Z|Ak C|Of| ElOFIFC| E(Lisergic acid diethylamide, LSD, LSD-25)
M2 ojorE A=A etR-2X|(Tricyclic Antidepressants, TCAs),
H|Oper= OFM| EOt0|  Hl/It2 kM| EFE(Acetaminophen/Paracetamol)
7|} FE|H(Cotinine), €A (Ethyl Alcohol), 7|Ef LIZEl CHAtAE

4) 2026\ 69 1297} 71E02 A Auolt AL ulekRold OUEFE U BA=
ME) @92, TEY, 2R, UDY SARIE, b Eotu]E/aRErS U et o
oF% Al AIEY BE BA2AY stz EZawo] Uk
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2o Ao A= EeFE(parent drug)e] HEE+ /\]7F01 ]9 o}l bbmHo)| mub
AA= Atd o ®2 BofEo] X+ HlE°] & ATh wEbA HA FF el
2 5 EHEZS 22 4 Ao

2

npokR AARA 7P EFAolal A AREEE AW AAE B

Hlw A golst}, s|Aojut A - iz 5 HA 724 %—%«] 2 17} EA) g
=3 O2 A #3 AA vlEl FE s A w5V a4 AEHE
A7 o, HAE Jhe 7Ide]l €9 - AR EG Ao HT oFE AFE o H 9
sholo) Fele & ok &S glucuronide 7FrEEE) 2 71 DiAMAI(SFAMEL, 712
H M3 S)Z W3lylo] Ao T wdEER, TR &=

g
Aol HIEEAY & dor i Y 7] dees I

2
I~>

§ 5 W AAM = diokx 3R Z7RR1Y 48
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g T'\il_}\ Az 1&7(—]0}_]1 QlTt.
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T49E A= 8 AFH AAH i Aol AU, AA=Fe dxn
A =79 Aol Aol mA|= Yol Atk = AU tiAFE AA &
WA =7 Aol 774 W JF e @YoA FHAeE o5 oFE AES
AEsH HERE =9 57 @A A= 7|Zto] ulg Fol, AmAA | vlE)] A
o2 FeFE(parent drug)e] HE 2 YR MHFe &rRIVF Fa5th dA U
(Cannabis, THO)®}F #2o] ARA A7 HEHE o= sl HZ 58 o
HEslA}; Fhs 85 T2 E8EH Y6,

'

-lEEL;‘.:JElon}L

—_—

T N o 1 (- )

2. SAMEE(Target analyte)

M

BokE(parent druglS £ ¢# % thAAI(metabolite) 2/

ASY o AEF AAlst= 2] a3, o] W Al 2 T AHAR eIt

A BI7FE T8l ol#d AV A

AA}E EHE AS7Hse 5% £4 & 4(target analyte)o
th Al (metabolite)= oF=o] Aol o2 F b, AF, &4 59 &&S T3l
=AY Mo AP EHE, BofE(parent drug? FRA SR JF A7t
9Jom FiMeffect) @ AZ 7}5A7Fo] TS 2= 9t} E3] gAAE 48
AA AANA F2 AEHY, T 13161 A2 wRow = 7
A= d84de =9 7 2 AFel AA A tAAE FF £4=4

(<

= }~)\
Zg3HE ol BaT 5 Uk

o|E o] thr}x(Cannabis)e] &4 A8 A’-THC(tetrahydrocannabino)] thAkA] &=
carboxy—THC(THC-COOH 11-nor-A%-THC-9-carboxylic acid&= Ao ebgz o 2
SHEE AANY] 53 SAEEE ARRET =3 F71R1(Cocaine)d] F8 thAA=

e AL AIAALG RS TEY(Cotinine) 2 Chobk

6) o€ =01 vl= FDAZ} SRleh 144
WS K252523).

(THC)E d&TTH510(k) &
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Hl =< dl 31 (Benzoylecgonine) o] . S H|1(Codeine)d] thAHA & 3tue 2=
(Morphine)©. 2, e 58 A LAAdA ZuQlay m2de] 34 HEE
TE ey FE REFHo] A=HT. Jetd(FentanyDe] F2 thAAI)] =2
Eld(NorfentanyD = AWl A meFE(parent drug)?l HeldrRo F=7F =AY

g 3 des<e 477F g0

FrARAl & EoFE(parent drug)9] sletzrt IR Wygd 3

AR PSS el AR Bl E R A EY d85H7
BoFEE OE A2 FEEAEDY /EeE AT s

3t 2R Fx2 Wy 9F, grAHE AHFAhDE 28 AEF A
e = T Itk odE &9 HePdFentanyDd FAAIE 712 E‘r‘é(Carfentaml)
2 opA e d(Acetylfentanyl) S©o] AoH, FHAETY FAAZE W ELHET,
MDMA 2 MDA o] St}

53 FHNCodeine)oll A A== v 23] o] =(opioid]] 3] =23 =(Hydrocodone) 2}
=3 (Morphine)ollx] %= WM 23] 20]=(opioid]] 3]== % =-Z(Hydromorphone)2
ey eo|=(opioid FEAZE FARE 725 AUEE HAHAONA BokEd W&
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B EREREZEFS F2A YW gAFOER AHELdES Ad Eo|AT FHAHR vlekR

2 JrAE

Aug w= FE g - HAAZLAHGAMHSA)?] 1A% [Mandatory Guidelines for
Federal Workplace Drug Testing Programs] o|Al& &AW 7 74]54 T74H A tiste]
F 14%2] FEE, AEAARI %7] Al Y(nitial test) L LI FANSAHS Hol=
< OF3Etd F 10719 BA=EEATS HAAF dd FEE AT ==

EAH(Immunoassay) 719He] %7] Al HEFste 1E3tE 72
80% ©]de] nAREE-Eo] SHEojoF 3, 1 AAtelAE 22 JiE

_’IO_


http://www.kogl.or.kr/open/info/license_info/all.do

— g X o
o T K T s T Y Ele W iy L
© o TR s T = woookT TE
Nr PR A A woop B N ° = = O
o OB o 5T e NE
oy T T o e O 3 ® =
o oA| S o o) = — o 0% b m_»_.a - o 8 X
of ® 7R K 2 = 9 o or 5 M 2 e
‘m EL E.E ,I__/I X.._ »AM ﬂ__HI ,_._*m.o e ‘u fils) - m
—_ o X & ! —
wo Mrm or n_mu N~ %ﬂ M E G = WW § m ° —
e o a BN ERTIC * N g " i
B F s R S L
£33 TS & F R R LA
3 L g 0 o) o
= 5T ] X3 Shp 0T
R T % o MM ~ o o e o) &) ! i
e om X 0o NNy ®oop 0 o = T = o
s = =R B X o oal S -~ . o = I
. ﬁl N B ﬁ.c .EL A N ,mwn N Lo ,UI < I ﬂo
o g BT & Bow 7 % wm BEF B
fo o U Hwom - TP T Ay < pEkw® 2= U
BT o T & i N o G oy = o OF SHE go oo
722 PUsE ) wxfax  FT vre Sf 1
w s of ¥ X = 9 g® E2 SO
= ST S B I > oA 5L W
u§7d|ﬂ| 8 mw_lxmﬂ my 1] T~ oF C = vz
woy e~ 9 5= T g o | A
e S ) . P = Np T do ) Gl B Q -
= T A R T op T = 2
B oL o ZEE TEESE g en vt 3
b w B Ty % R .9 8 z L ®es o o
= T o S04 TS 7Worﬂi o o Eed d T N
X g @ oM oy o Mo o W o T R
< o g @ Mg = e H 3 CEEOSC T I T "
T ) ol 5 ~+ 8 pyl Q) {F W o m U oy T T = X0
S 5K 5 £ X o ® £ pod ®Uw TgF <
T 8 NlRmE X EolEwe § by omg. N2® 1
o) Mm ok % N2 o § T A w2 ox A %w.ﬁ W @< &
- _ r O _ -~ T = 0
oy & rr o m N g Yoy " g T X e T TR .
- o X w0 NS < Ny T o~ ST W & )
i R I 2 T I ol
~X HA_I — X = E._ ,_,{A\ N ™ H T m,.* i o0 o w_.ﬁ ! _j =3 G
IEIRNE L 2w E mom ™ W o I s 5 X
TN = mawE® © RN S o m_n@y TTE b
( ! ! ol : T
PE 3 Te Y0F PQE &


http://www.kogl.or.kr/open/info/license_info/all.do

3.3 2YygHH

= THFAUY AR T FAAA AR 25E B d= AAE ARE F7I
o7 ZANGEH DTN A8 AY AAFL Hxd] A% HFHoz, W
AAHEIA) oY FFEH(Mass Spectrometry) 7]Hke] A F AL o] AMg-H T

18 X

2, g, 23 5 7, B 5 o AAle] H8o] Thest, A AR

oJBE HHA, A= L FUE 5 FFA 549 YFo] Fasth

4. Z84dd

J4

GAA gme) A% YN ATL G AAH B azeleada Yo
(Competitive immunochromatographic assay)E AREslal Ut} &, Hx

AAo] el Srem(ab, oFEo] glem Aol Lehdh ), Ea zw
Hzpo] ATAHS Foldlr] 93 txEdo] UAFH 9o

AT Fol FAE HEEo] A4 At SupEA 2

Hstx o7 UL AHEg9 =AU I ZntE 13- #FEA H(Chromatography-
% I vt YFafoF gt

MEAAS] ZAA ok A= A AZH kR AHII FxA Fl7bHA
7Vsd AZntE 78y -4 354 H(Chromatography-Mass Spectrometry) 7] 5ko]
GC-MS, GC-MS/MS, LC-MS, LC-MS/MS, HR-MS &9 ®ro] zwHH(Gold
Standard) 0.2 At-g% 31 it

e e SHAUE ASDHE B ASHE A AH L £ =7, A
= SRR BRI ERERE I EE

o
o
=
PE

| Y
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5. WA J|=XI(Cut-off)

W

947 Aol A g8 BHNEAE AL
53
A

== FE v5

Ty AA W oFE sEe 589 58 WE 58 & AAARE JE AAzA,
HAFEE(THANS) 2 oF=9 W37 5 o8 82l

B E-Z(target analyte) @ A&=8 34 5

T, AAY v EYa(matri) BEolY b AR

T
28 Tol i E FFE L=

6. ZEdlInclusivity)

of=o thAl 54, AA #%, 548 2 A9 A 540 wEl =Eef=E(parent
drug), 8 dhAAI(metabolite), &Y FEw W ¥4 EZ(class members), =&
§AAG@nalog) F BAT okETol SatiE AA AFHE B W) Lo
A g dot olggt S txE wAEZ(calibrator) ¥ AA ds H7F 2 5
2 2YHoR uPse] AEEHo] TUSE BE B4BA W9lE ARl

oF e},

7) AAE AJREI=7]7] Y Al Ol FEF8-F4I0GE(SAMHSA)0] AR "TMandatory
Guidelines for Federal Workplace Drug Testing Programs,ofA] #A5t1 Q= oF=d
WRA7IER] 710l grAdos AL QJUHES i)
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Zug v oFEgE - AAAZLAHGAMHSA)o] 1 AgE [Mandatory Guidelines for
Federal Workplace Drug Testing Programs] oAl Z7] A¥AA] H3x BEHEH 3
Codeine/Morphine, Hydrocodone/Hydromorphone, Oxycodone/Oxymorphone,
Amphetamine/Methamphetamine, MDMA/MDA®} #o] 153lH EAEZ zlol=
80% ©]7¢e] nAREZEO|] FHEjoF il A3t AT

7. ul XFHtZ2(Cross-reactivity)
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9. IDIAAIE HIS2 Al Al AL

* M MF =
- 2o AME AMESHs H(Cup) HEH - A AHZE EH| xHF &7I01RF HA|71e] dEE
SAO =dst22 ol MF =47t HR QS
- 2~ HHE AH83t= B 7H=E(Dip card) FEi : HAIXIE AH0| X EIMOF Sh=
SE2HE PO SAl A8 = A=E E=o| M MFE ES 2 4
- T8N AA HIE - Ef S7ot7| 2l HE/AHEA| S TE MF =S
2H
* H7|18& SFLE 871

R =
12 4
o s

5 7%

AgATEA B 2 WA 5 AREAL Do 2R, 281 WA 711 4
AgA Aol o glo] oA 4 YEF Hold ofFeh AW B TEE
Agsfor s, 19 - A2 5 A2 QEIee] AFH o FgH oo @

oHl 4 Aol wE F&5 AATVF AAEAAWE Al BEE Z]AE o oF Tt

A3k #E AR RRAME PG P L 24 Az o)A Fel= FHuF A
(Faint Line)e] A7HH o] Alg whe=A] Zgaiel, ohokst 458 Ad 24 Az
A7) Aol YR Y AES A 3474A ol st Qukel ALgfel]
N2 N #AHe BB AN Folok Bk EF M He| FEE FasA
U, o}FEl sud HolgtE HAg®W £4 AFYUT o 2e e
WMo} Fe FRE AEHED Bk ASHTAH Bk A4 AF el
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017t - ASAKZ XA Al DA AR

72 AR A4 ol AUl Tael B AR, AEEAGE U o)
BA7NEA, AETHGRAD, AR BEARE BHLE), ASAT NG A

S M AFe ASAS} s7bE AHEEA O Bl WA sk oF jit

ARG R BT AT AN Fol BF FA, ALEGEE R we
AR, AA) FF, BARAAARE), ALY, 48] D ARBY
.

HHEEA = 4% 5) 52 7|

Y
rok

758 mokE(parent drug) 2 1 A 7F AZEEH oo sl £53 EALS T
st AMgEEHo = (Mg oFE HA] 9 [FAF EHEA]S 25 7|A )
oFEo] WA A HE(MeFR A A3 HE E ZS { AgR) E|H
e} ZAsta, R 235 olE ¥ 5 Yok

A7V AFS fsh 22 247 J1A e b oide}, 7|7 @Al
AP 2R ARl HR AlA Fa 2TE SR EE9T

Fﬂ

AGEH L AzALY] 5g AMEEZ 9 AEH ZARSEY) 3 AEY EF €
|50 thgk FAZIHY oHo] ayEHo AR HAT TS AMAAE AHESteE
4 Al o1}, AFol oxdh=
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L.
ATt
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o?L

& AEzAe] ASEAL dAZ AEF

(e]]
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e neistel 249
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>

b, 944 5 2 4%

_16_


http://www.kogl.or.kr/open/info/license_info/all.do

<7|X} Of|Al>
AREO| [ZA Z30AM [CHY 2bE /B CHARY a2 d8N8o 2 (ths Es
H H

SAOl) B=dt= (20 S&F 7& HFZAME)] Y-l MITITe|=7(7|0]C},
AZ7tEALE MZOIH, [AFEAF A& 270 184 0/42/ &2 0| ME-LLE.

= 2y 2+g0| ofL{H,

7E:| = O
CHE 2742 AIBEOIAE
i AFEEl= ZHRIZAROICE

-

2 7|7)s OfH|(REE) HAL ZITES MBI Z
QII-OI_|7E-IIA|. Ejjl.xl I:HI'l '6HI'| C
oF gict, Az0bE e/
(GC/MS, LC/MS, LC-MS/MS &).

rIJEO

R= OpFekR AR Zah &3] ofH] 2d A1 o7t s ddd 1t M2
C | [}

JbA T

= 71712 MY et +XIE ZHEHYSH| ?iet SH2 =2 AEEX| E=Ch

A< Ak npekF 7 AKLateral Flow DOA Test)
(Competitive binding)’'e o] &3t2&E ALY w] Aol Yelya UL A o]
UEtUA| = Zlo] a3 EAHolEE W3 A=

rlr
g
12
g
X
1o
o
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2
ith
s
T
T
oo

573929 7l WAl tiote gyiRlog AREERA2 FH s, ASARHEE Y )=
AR g HAReR Jled Ao ;’JK*HE} & Ztol=afele] A ofAl2 ARR-HAl2
FY A5 HYZAR(Lateral Flow Immunoassay), 492l "4 24d, Y G5 €Y
Q
o

0} & 721 ¥ (Competitive binding, Lateral Flow Immunochromatographic assay) =
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4. AtE Al F2AAFZ
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6. AH&717ko] AAY Aol EE AT AHESHA A A L.
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amphetamine, hydroxyamphetamine, p-hydroxyamphetamine, methamphetamine,
p-hydroxymethamphetamine, MDMA(3,4-Methylenedioxymethamphetamine),
MDEA(3,4-Methylenedioxy-N-ethylamphetamine), Norephedrine, Norpseudoephedrine
Phentermine,  Fenfluramine,  Phendimetrazine,  Amfepramone,  Ephedrine,
Pseudoephedrine, Methoxyphenamine, Phenylpropanolamine

Bupropion, Chloroquine, Chlorpromazine , Promethazine, Trazodone, Labetalol,
Selegiline

Escitalopram, Dihydrocodeine

MDEA (3,4-Methylenedioxy-N-ethylamphetamine), MDA

MDMA . .
Amphetamine, Methamphetamine
CHOF2= 11-nor-A8-THC-9-COOH, 11-nor-A9-THC-9-COOH glucuronide, A8-THC, A9-THC,
(THC) 11-OH-THC, Cannabinol, Cannabidiol
(Cannabinoids) | Efavirenz, Pantoprazole
Morphine-3--D-glucuronide, Morphine-6-f-D-glucuronide, Codeine-6-glucuronide,
Heroin(6-MAM), 6-Acetylmorphine(6-AM), Codeine, Ethylmorphine
OpH 713) Hydrocodone, Hydromorphone, Oxycodone, Oxymorphone, Buprenorphine,
(MOR/OPI) | Naloxone, Naltrexone, Apomorphine
(Opiates) | Levofloxacin, Ofloxacin, Dextromethorphan, Rifampicin
Dihydrocodeine, Methadone, Tramadol, Meperidine
Noscapine, Papaverine
A7l Benzoylecgonine, Ecgonine, Ecgonine methyl ester, Norcocaine, Cocaethylene
(COQ) Procaine, Benzocaine, Lidocaine
6-MAM )
6-acetylcodeine
(6-Mono ) . .
. Heroin, Morphine, Codeine
acetylmorphine)
HALO| 22T -
(PCP) 4-Hydroxyphencyclidine
. Venlafaxine, Dextromethorphan, Diphenhydramine
(Phencydidine)
HEp Norfentanyl, Despropionyl fentanyl (4-ANPP)
?FYL)E Carfentanil, Sufentanil, Alfentanil, Remifentanil, Acetyl fentanyl, Acryl
(Fentanyl) fentanyl, Butyryl fentanyl, Furanyl fentanyl, Isobutyryl fentanyl,
entan
y Para-fluoro-butyryl fentanyl (p-FBF), B-hydroxythiofentanyl
2 HEp Fentanyl, Acetyl norfentanyl, Norcarfentanil
(NFYD) Acetyl fentanyl, [-hydroxythiofentanyl, Acryl, Butyryl, Furanyl, p-FBF,

Para-fluoro fentanyl
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Norketamine, Dehydronorketamine, Hydroxynorketamine

Aol Esketamine, Arketamine, Methoxetamine (MXE), Deschloroketamine,
2-Fluorodeschloroketamine (2-FDCK)
Quetiapine, Lamotrigine

<OA]> O EQJSH EFEE 7| EX|(Cut-off) 500 ng/mL)et Z7|2 FEQl o =2
(Ephedrine)2| WX E (%) A4t : O EZS 50,000 ng/mLE H7I Al {4
A7 MEZ|JACHH LWXESEL2 1%2E, HEJLEIDIO H|s| ZHAIKNZ9

oM 280l 1% =E22 ¥3= 20|

12) derql ¥ tEAHERR] AARe] F2, Hugotel 228 FRSAY wd A7 SEAES

7t= OJoFZ oAl QA TlsAo] HIEO Qouz  Phentermine, Fenfluramine,
Phendimetrazine, Amfepramone, ephedrine/pseudoephedrine, norephedrine/norpseudoephedrine,
bupropion, phenylpropanolamine, methoxyphenamine & A HI7}EA2 113st=

20| vkl st}

13) obHE FEt omoolt ZAtoA HH2]d(Meperidine), EztulE(Tramadol), HEHE
(Methadone)o] Tz2muw L1x7F otln, L= A7HH(Noscapine)dt mtotd|d(Papaverine) =
oFEl Qo) BAol7] sl memy pAT ohrh wmapy mAlgS oA eroit,
85 9 AEFA PAYS astol WA Wl makslol BoIEs|E stk wARRS
oA F7IsHA] =t M Al HoF gider vegith
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247 Bolx dF T A Hrle HA W oE Ao EAEE 53x 24
=45 5olHoE HET g JeA A9 d(selectivity) s8He H7bs] A%
AFolth. Adeide] 83 FEHA XITHE Bl Fold Az B e ol
0E A B A58 24E 29T

)
X
i

Aol AR F3F AFRE RIsHUA, PEEHC] fle A D SAAHAI
715 AA(baseline)9} %A = o] 7HEAo] ~vto)lm=E AA(interference)S
|

wste] 14 2 Sl WA ol Slsi)

Aol Algsts AAe Hodeo =de =
A7 EX ZA e YR HAE EFet AxzshH AREIOHC: &
DA ZXNZRE +£25% == +50% = =
AA7IER] 2AHY B £2, AF F3 9 7|57 AFe HIF A 52 1
sle] FetA o HAST I ZAE A A St ok doh

e
et
BN
i
)
rlo
>
e}
e
S
)
off
r
off
flo
A
>«
i, off

=2 759 MAHAEA 95t AE Aol Wshh ERlEgd, g A EHEY
= mE JEF= HrHgtHdose-response test).
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24 AAE A4S HH WIS B9 AL A0
AAE AT B BANAE 9S4 e FEshe .
gelg B4o) A9 AN FEsh A% o), S AW AE r)Edh

T8 AW AA AR F83% EA F sty AA 227 7HeAEeE, 28 Bl
A 3k AY, ERQIe] AW FE= 2F AW(synthetic urine) &2 d}iﬂ(substitution)

StAY, 4kebA| - ol F4kd(nitrite) - WA TOo.2 WZ(adulteration)E A= = T
ARt oz 4wef pH 9 HIFo| DA AAF Ao &2 vA=A AT
shm, oFkA wxol AA(£25% Fx +50%)°] thEZ O Z pH 4~99 W, BF

1.000~1.035 Mo A& A4S Hrs)

EZF A el FrtEo e dFEY AFES B Fste AHESHA
S WY A w2l AlFold, AARdC vleEl-okE 9 ~EsIER|H(Streptavidin)
22 H] 2 ®l(Biotin)/3-1H] 2 ®l(Anti-biotin) A% & E Ol%‘?ﬂ—t— AFe N
L B E&o mE I FEFES HUleoF Itk AMAAY BS F
Z3E n#ste A3 v Byl wxo digk Bxe AEr Fasig?

CLSI EP07(H A ) A< g,

(Gl Al

AR|o| 7t Tyt 2%

) &= =2
HE 7t mWop 25
Bilirubin, Hemoglobin, Triglycerides, Albumin, Glucose &
ol 2 * sk Ha|™ x[1X] O|&(O: Bilirubin 2 mg/dL, Hemoglobin 100 mg/dL,
E CHHE 12 g/dL, Creatlnlne 500 mg/dL, Z=Z 2,000 mg/dL, SAX|¢g
1,500 mg/dL(TG 7|F) &)
Z712F ‘d&(Ephedrine, Pseudoephedrine, Dextromethorphan), TI-&X|(Ibuprofen,
ojor= Acetaminophen), 24X, 5| AERIN S
* Sk KR XD ¥€F s&(Cmax) £ AW s E0X| Oy
o HHMOZ 100 pg/mLAIM AT 2| =3
eS| HIEFRI C (Aiscorbic acid), Caffeine, Nicotine S
* Sk AT BEEH/SE0M GF Zhset Z 55 Ol
A HYX|, 22 L|Of(Ammonia), A1z, OFELFH(Nitrite), MA &
HMZEEE ¢ s& AN BHx MYM E0E 55 = 1 0l

14) §7} AA+= v]= FDA 7to]dA(Testing for Biotin Interference in In Vitro Diagnostic
Devices, 2020)+= @% %1 55 7|¥to2 3,500 ng/mLo] AAlE o] Qout, AW AX+=
5% 7182 1T 0 U8 o 2E0MY P50l B Zoz ok
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(blank), cut-off a}4} 243, FA 7| FE=
25FS X33= HA 6~/ o3y =

+25%, +50%).

4.1. A3 4 A =/¥-E A (Within-Laboratory Precision/Repeatability)

e 53U AAE YAV B HHE A3 AE B3

o TUVITHAEFA W), U RE

e 1Y 23], 54 o]} A@stH 13 AE A 7 AAE 23] vHEAY
203] oo MESAHES AT

o AAY(Within-run), 7 A7+ Between-run), @7 Between-day) U= A&
A| Al g},

e 5,

ofr
B
B>

it

4.2. AFA 3+ AW =/A A A Between-Laboratory Precision/Reproducibility)

o 27 o]e] HAMA, HA 27 RE o] &

o 221 oo HARAE 149 23] o], 5 ole AlstH, 13 A Al 4 HAE
23] dHEA St RS AR

o Z} A bd HE WHEA ARE 7T

e XE A AHAE I wrEA Aol AA| XM between-site), ZEZE
(Between-lot), 4~7HBetween-laboratory), Al&A-7HBetween-operator) A%
5o A5 AT

g 2 Q=S 9 ste] CLSI EP05(HAIZH) 2 CLSI EP12(H 413
ARe F2 FzxsiH, ok A9 AR Y AdE HdS5S 9ls CLS
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AFel AAE st AFAZ P77 Fo] FddH

T-7}H(oral fluid) 742114 3¢ AA AFH =79 ARl wet HA AHHZF BUL
2 HA W o= 3E HrE FaE ok k. AA AHTF Brie AA" A
AH =7 L ASHHER, 284 5)S EUE SRS AAlFe] 35EEA
Hrksoh HAA U 4 F5E HJrie IPARe] YA AFH =R §5%
ntef Adito]l &4 glo] FEH SAHEHEIIE FRlske ALE HA AFH =7
oF=9o &2 041'?— Oiox(THO9F 22 &4 &4 F

g asith |4 101] ﬂW GFES B TEE 239

e
4
N

. o
o
!
o|N
ol
N
o
o

Mg e AW AFS A9, AFAALOQ, AFE, AH4 2 SHPY 5
33H 5o AFARN} 32 Basio
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IDHIEARE Oiefs dAl MIdTos )|
A2 Eg-d(Usability) )t Al 1A

A7 RS AFL GEl ARERLe] B4, BAISA] = 3} gl
AHEATEA T OFe 84 B9 Jozgo= 3 dF EVled S
HAAZ 4= Aok WA 7171 BEz oz AMRE] 490k sy, ZEH Ay}
== 9do] =3 e Hol AR or dFHo|oF . o] T ol A
A7PAAE AFL &7} - AF Al TAEE AL YA - Ve AR A4 glolx
AEE T ABATE ST AEolA 7171E HdstA =& stal A3E

B33 BEE 5 YIS A AZF AT usablity) B AR AZo)

a7HEn,

1. AFEHEd B 3RY

L1 71ed 42 o8 Uxd 259 74

535 dA AHEHI e viekR AEAARE AS "M AFe AAA A
=1 f-% WYz 2rlE 183 (competitive binding, lateral flow immunochromatographic

‘%“5.% ZIfro = Sh=d, ol ZEUW9 AHHAIEY AW r)7] 5
oAl Hsdt APAARE ARt w577 50] F2 ARSShe HMELR] AR
(sandwich immunoassay)'3 3}8}2 Hb-g- Fx9} AlZtd A3} )4 wWo] Adtdjolt},

2, ZARMDO) Abgo] Ll nlekR7t EAis) o o4 A0S ojmlsha, W=
AAPAMDO Aol BAHA gom mleFR7 B EACUt-off) $5 olg EAFHE
FY ARE ok tiFe 1 B AHsA AW L AFSL Fa Aol
e A4, e B olehe 2e A2, A44 B3Ba)e AT gle.

: e ALgAA e
©QIE1= 5 AT H4 9
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TE3F BAZA A WAoA o e ARl WAk “En|gk AM(Faint line)” ¢
A FAloIt 38 o] B A AA el BAEHC] BARVIEA w5 A
F EASEAVHA: cut-off thH] -25%NA4 -50% XD, AR A& EA|sA] ¥
g= 7iQd AW 9] H]F(specific gravity) ¥ 2H3=(pH), == 71719 AME-712F 23

Sol M2 AR YAl ol A SO vhF WO I3 ofF BT Ao]
Gehte 4571 Mashl S dn

Mol Z(ntensityt} 271, HEESR= 28] FasAl, AdHoR AT 5 Qe
AW FEE Holets AAMMe] EARTED ol Fxd 94 AR 13
ok @tk WA ASARA B Aol oldd HuE He fusE BA

7R 2A4 % AAY HILE

wEd HEE A L e o B

o
2

AR S AHeA

CEREE R
3 WA Fol 2o Bk B

ik

L2 *qui(F43Z) AA 23 9 or]d tig <UAA

geazvtEy JMe TR fAS B9 BUES 9Hs TRaE
AL Qom B8 wmAusel mE oy Astel Wy AYHel EAU

A& Eo, 17| Fol &3 2oy dY2=E=Zv EZ3HDextromethorphan)o]
FH EFl(Amphetamines) == YollA UFA =S
A < (Barbiturates), #lzt]o}A]A(Benzodiazepines),
’%3'%74] &9 %Xﬂ (Tricyclic antidepressants)®} 22 FTF2IA4A S84 FEE2 AE
L

Hog Aol }E B BHA G§ JEE FEL 5 Yok

ru\E
:1
I
e
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I
I
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22 AA = 4%

AT A4 FAE AL REF AZA BAEEF D'E FRL o
ouE B YelsA Brshed vk mebd Haw o okRE o ol
N BE e TFHES AAS Az

- &4, AA7)FEA(cut-off) =% thv] £25%, £50%, +75%

e

O’ 5 AJEo] glaol ElE 54 HAlo 1ExEe FEolu tiAMAE #H7t
(spike)ala, ZEntE 1efu]-AZFEAM(GC/MS, LC/MS, LC-MS/MS 5)o& Zx3l
FEZ AR 2ARASE AAste] ol& BABSL ALATY Bk A

9 Asu A9} 3 A

2.3 AE Alo] &

HF AFo A A4 FAd(critical task) 71z AA ZHAF o] <k s}
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2= [Appendix]
IR 0I=, HHS/SAMHSACl XZZAL T2 J|=

FO

SAMHSA(Substance Abuse and Mental Health Services Administration)(¢f= -8
A A% MRl A=) v RAEXFHHS) er|de s, Al 14 2
o

98 AHS %3 U AFEo A A% B D FE FEe YA

]
AR

<
T A
Ag 2 AL Au2E AFsT ik =3 A 7)ol 188 AL 9

o= AA 229 JrelEgkle FHE F]dol Atk

Mo oo we

»

NI

off

olo we} SAMHSAZ} &3t mlor ) AR A% W oFE AAF Z2 I3 ﬂJa
4 A% “Mandatory Guidelines for Federal Workplace Drug Testing Programs”
Pdstal ofFF flv I 7 e FRE e O 7Y ofE AL 754_2}7}
Agstal daEH, IR E iiﬁ}“ﬂ HA 74 8 FEstEE BAstr] {6
s R S s R R e S A

o] Ztolegielole A =20 3= ks 9 A 7| EX](cut-off), A<
TR AN A, AA HAAA 71E0, AAF A E7] AE HAE 2 1 HAD
2 SAZAYS, 434 A= Ve - A 2 AR 24 A Ve Vs 2 A
B3 Hxt 5 ofE AA ZEIOHY HaAlo 24 d43 71+s AAdT

RIZE RO AR oFE HAL T2
o= W 38 oFE HAKDrug of
= ZAZ AHEH Tk

SAMHSA 7}01‘:E‘r°]19)°1 sk 3l

= A i kR e 2w AAls T A
Aol thste] F 14Fo 2, MEAA %7] A d(nitial test)e] H-$ L3 A

HFO XS y_o]_t- okES IFstely F 10719 &4 EATo

o
>~
>
(i,
o

17) SAMHSA 7tol=atele ZAo] BAq7t o] 2ojal & Ql= 7hsAlat welsto] chA(substituted),
H 2 (adulterated) 3 s]M(diluted) AAIE FEHst] ZgYstal Qlon, o]} wsdsto] A AA4d AAt
(Specimen Validity Testing) 7|&& A|A|StC}

18) WA TId=7E =2 £7] HAHInitial Test)7t $38E0, WA DA (Immunoassay) £+= 3% &
Al 71so] AREEITE of7]olA d ¥hgo] Ye® =1 oz U I fAAE Al¥H(identification)
a4 QR ¢& Fusti 50157} =2 2 @*}(conflrmatory Test)7} 3=]ojof 5tH, A&
O J o] /A2 A H(GC-MS, LC-MS, GC-MS/MS, LC-MS/MS) E+= o]et =535t "iHo] AL
ojof sitt. (Subpart K Laboratory 9] Section 11.10 @ Section 11.13)

19) Mandatory Guidelines for Federal Workplace Drug Testing Programs (2026.7.7. &8 g)

- A4 -
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23 EAEd(target analyte)e] 75 AA F39 EAE IRIT & U=d, tirkx
(THOSF #7119 Z% #A4Ed9] AolE 3 aWMAAe T2 &0 AoA
AR tAAIE Bl 2 sh= R, 7739 A= oA Bl oz 23] o3i= A
T2 Weoll JFshe BoFE(parent drug)e 8 EFICE 4l 9l ER1E = lth

w3 27] AlFollA AHEEE WA (Immunoassay)ollAl 153 H e A9
IF W o= 3 wAHEEEC] 80% olidelojob sittal FAsta JTHaAMES-E©]
80% wINIQl 7%, g eFEol thel x| HAZAH-E ARgslioF 3.

REPORT NOMENCLATURE—URINE

Urine

Abbreviation Analyte

A-8-tetrahydrocannabinol-3-carboxylic acid.
Benzoylecgonine.

Codsine,

Mormphine.

Hydrocodons.

Hydromorphone.

Oxycodone,

Oxymorphona.

&-Acetyimarphine,

Phencyclidine,

Fantanyl.

MNorfentanyl.

Amphetaming.

Methamphetamine,
Methylenadisxymethamphstaming.
Methylensdioxyamphetamins.

HHS DRUG TESTING PaNEL—URINE

HHS Drug Testing Panal—Urine

Initial tes Confirmatory test

Initial test anafyte cutof 1 Confirmatory test anakyle cufoh

{ng/mL) (ng/mL)
Marijuana metabolite (ASTHCC) i 250 | MSTHEC ..o s s 15
Cocaine metabolite (Benzoylecgoning) .. 2150 | Banzoylecgoning ... 100
CoDRinE/MOTEIHRAE .\ v serress s srssssssarsssssserssns 2000 | Codaing .....ccoveerreees 2.000
HydrocodonaHydromomhong ... 300 | Hydrocodon® ... ssssmsssssnns 100
Hydromomphaone | 100
Creymomphone ... 1040
G-Acetylmorphifg ..o ey 10 | G-Acetylmorphing ., 10
PRGN o0 e s 251 Prmncyciolion o e e 25
Norfentanyl ... 1
Amphatamina/MetharmphetamiBe ... 500 | Amphetaming ... 250
Methamphelamine ... 250
IIEE AN, . ..« oo s gy st g 500 | Methylenadioxymathamphetamine ., 250
Methylenedioxyamphetamimng .......oooeoo. 250

! For grouped analytes (Le., two of more analyles thal are in the same drug class and have the same initiald test culad):

Immuncassay; The test must be calibrated with one analyte from the group identified as the fargel anabte. The cross-reactivity of the
immunoassay fo the other anatybe(s) within the group must 80 percent of greater; il nol, separate immunoassays must be for the
anahyles within the group.

Altermale factmology: Either one analyte or all analytes from the group must be used for calibration, depending on the lechnology. For a tech-
rology that measures a responza from the entine group without diferentiating belwean analyltes (e.0., an activity-based assay), the laboratony
must comparo the result to the infial test cutell, In the case of an alternale technology that diffesentiates and guantifies each analyte in the
!.':Hﬂl.rljj:l. five laboratory must comgrare each analyte’s result to the confirmatory test cutoff and reflex specimens with a positive inifial test result 1o
confirmatary lesting.

2 Altemale technology: When an allemate lechnology initial lest is specilic tor the larget analyle, the confirmalory lest culol! musl be usad for
the initial lest (Le., AOTHCC, 15 ng/ml; BZE, 100 ng/mL).

3 A fentanyl Immunoassay must have at least 5% coss-reactivity 1o nofertanyl.

Cas SPEN] DI
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REPORT NOMENCLATURE—ORAL FLUID

Oral fluid
Abbresiation Analyte
BBTHIG . . o i bt sans siamssmn smasn s nan s e o s sasmsms sammsen s mmmensn e cccsismasssnse | SieEEIEtEIRACCAnTIAbINO] .
BZE .... Benzoylecgonine
cob .. Codeine.
MOR .. Maorphine.
HYC .. Hydrocodone.
HYM ... Hydromorphone
oXYC . Cycodone.
OXYM ... Cxymorphona,
B-AM .. G-Acatylmorphine
PGP Phencyclidine.
FENT Fantaryl.
AMP ... Amphataming.
MAMP Methamphetamine.
MDA . | Methylenedioxymethamphatamine.
MDA i iminiiiion s iin s ames i s i wis ' masiand i s nmms ki smmnaii gams mn mmnanens i samnen || INPEETEnEdioxyamphatarmine.
HHS DRUG TESTING PANEL—ORAL FLUID
HHS drug testing panel—undiluted (neat) oral fukd
Inifial test Confirmatory
Initial test analyte cutoff ! Confirmatory lesl analyte test cutolf
{rgimL) {ngmL)
Manpuans: (AOTHCY ..ot s 4 2
Cocaina/Benzoylecgonine ... 156 -]
[}
CodeineMorphine ... 30 15
15
HydrecodonaHydromamphang 30 15
15
Oxyeadona Oxymarphons ... 30 15
15
E-Acetyimorphine ... 24 2
Phencyclidine ... 3 10 10
b e e 24 1
anhmrunaﬂ.hhamph 50 Mspmla.nmu T 25
Methamphetamine ..... 25
TR o b b 1 i e 50 Memﬂmudmmhwphalmw 25
Methylenadicxyamphetamineg ... 25

1t For grouped analytes (ie. two or more analytes that are in the same drug elass and have the same initial test cutoll):

Immunoassay; The test must be calibraled with one analyte from the group ideniified as the targel analyte, The cross ity of the
rmnmmassa';ll l: the other analytefs) within the group must B0 percent or greater; it nol, separate immunoassays must be u for the
anahyles wit 18 GO

Alemale technology: Either one analyte or all analytes Irom the ?roup must be used lor calibration, depending on the technology, For a tech-
nology that measures a response from the entire group withowt differentiating between anabies (e.q. an ﬂl:h'l.l'lt]l‘-haﬁﬂd assay), the labomatory
rusl compare the result to the indkal lest cutofl. In (he case of an alternate technology 1hal drlferanllmn.-s and quantilies each analyle in the
group, the laboratory must compare each analyle’s result to the confirmatony test cutofl and reflex specimens with a positive initial 1est result to
confirmatory festing.

2 Alfemale technology: When an alternate Ia:lmuluEE initial test is specific for the targel analyle, the confirmatary test culof mus! be used for
the Inilial 1est (Le., .!.Q#II.‘.‘. 2 ng'mb; 6-AM, 2 ng/mL; FENT, 1 ngiml}.

PEN| DI EYE}
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US FDA Guidance : Applying Human Factors and Usability Engineering to Medical
Devices - Guidance for Industry and Food and Drug Administration Staff(2016)

US FDA Guidance : Human Factors Engineering and Usability Studies for Medical
Devices: Considerations for Marketing Applications(2022)

US FDA Guidance : Testing for Biotin Interference in In Vitro Diagnostic Devices -
Guidance for Industry(2020)

US HHS/SAMHSA Mandatory Guidelines(Substance Abuse and Mental Health
Services Administration) : Mandatory Guidelines for Federal Workplace Drug Testing
Programs Using Urine Specimens(2023)

21 CFR Part 809 : In Vitro Diagnostic Products for Human Use

CLSI EPO5 : Evaluation of Precision Performance of Quantitative Measurement
Procedures; Approved Guideline-Third Edition

CLSI EPO7 : Interference Testing in Clinical Chemistry; Approved Guideline-Third Edition
CLSI EP12 : Evaluation of Qualitative Test Performance; Approved Guideline-Third Edition

CLSI EP15 : User Verification of Precision and Estimation of Bias; Approved
Guideline-Third Edition

CLSI EP17 : Evaluation of Detection Capability for Clinical Laboratory Measurement
Procedures; Approved Guideline-Second Edition
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IMDRF/IVD WG/N64 : Principles of In Vitro Diagnostic (IVD) Medical Devices
Classification(2021)

IMDRF/GRRP WG/N52 : Principles of Labeling for Medical Devices and IVD Medical
Devices(2024)

GHTF/SG5/N6:2012 Clinical Evidence for IVD Medical Devices — Key Definitions and
Concepts
GHTF/SG5/N7:2012 Clinical Evidence for IVD Medical Devices — Scientific Validity

Determination and Performance Evaluation

MDCG 2021-21 : Guidance on performance evaluation of In Vitro Diagnostic
Medical Devices (IVDs) under Regulation (EU) 2017/46

ISO/IEC 62366-1:2015/AMD 1:2020: Medical devices-Part 1: Application of usability
engineering to medical devices
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