#8683 BBy Tai—I
AY Y=z ARG

R A o f | -1 %18 %2 A %30 %40
] 16{3")\%; 8:00 | 9:00 | 10:00 | 11:00 | 12:00 | 13:00 | 14:00 | 15:00 | 17:00 | 21:00 | 9:00 | 21:00 | 9:00 | 21:00 | 9:00
RGBT (h) 0 1 2 3 4 5 6 8 12 | 24 | 36 | 48 | 60 | 72
ANFT -« R kR N >
FIETE @]

EHEER O

HERIR 5. O

RS2 O O @) O @] O
k& O O O
BE O

A BT A o) O o) o) o)
12 R0 ER @)

HEFRER < >
TR 0 0 0 O | O 0 o) o | o 0 O O | O 0
A ramE o o) o

R 5

BRIR | BRFRIRE O O O

ABTRORERY  BE5 ORI ERRL L, TEUNOREEOMBIZEEROREITED.

#E51TRAT (-1 B: 19:00 )
B 5 B (E18: BRI RER4IBHOEAESIUROKRTHRETS,)

#E28E (B20: #SMAE B5% UBHOBBRESLICELETHET3,)
BE3EE (B30 943 REZXBENOERESICEMETHET5,)
#E4RE (B4 #HAE BEEXNRBHOEBREBICEMETERLTS,)

a) : B L7z fifgslll (EDTA-2K #A0) 1 - 20°CLA T OWMSRIECRE T 5, WHERIR Y IR 2 @RI,

b) : SERBIREA O MEENEHT - 20CEA T OWARECRE I 5., TEEARR Y BRI,
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K54 7 4 AEETIC TRERR ~%T 5,

K54 7 A RAEFETICCRIETZEOBRER ~RET 5,




8.2 IHE - &ETIEHE
8.2.1 EMBEFEDO-HDEEIER

M EE R

) BIEWE : Aaxi il

2) R - BE5AT, BE5% 1, 2, 3, 4. 5, 6. 8. 12, 24, 36, 48, 60, 72 B (FF
REFITEES 1~8 Brf| « £5 47, %515 12, 24 e« £10 4, & 514 36
~T2 W5 £30 & T B) [ 1488 A]

3) AFRFYE  FTE DERILFFARIZ EDTA2K R EZEHME 2 AWV T, #iRM 2 &R TH
6 mL BT 5, R LU ZOEGEOEE ORE L, il 1 ERURICE
I RET &3 L AyBERE IS T 1900 X g (%9 3000 rpm) . 4°C T 10 fE D L5y
BE# BRtAT 5, @mO%., BoN-MmEo 1.0~1.5 mL % 3EYREREMR~
DFEFAE L, B OMEFBRRFEEEIC TNy 7 7y 7R E LTRE
T 5, MFREEARIRY 7oL U Bo Lo BV, B%EE T - 200
LUT OFEFRIRETRE T 5,

4) MFRBIORGFREZD 7 ~NVERB L OEHEFE
TRUZ T D% RT,
TNV OFNIEM bRV, LAREEFES L CEpEiRER, A4S,
FE R ZER4BERI = — 1 547 (H 400001, 5 [E 00002, #£[E 00003, [E 00004)
& EAETREE AL LT BRE TR o — FAHT D D e A REE S (2941 .
PR B, EFRMFEER, RBOBEEZRH L2 b o2 SARBARICMAIT 2,

Study Drug MELOXICAM
Subject No. 000010001
Time 1h

Date DD/MM/YY
Matrix PLASMA <PK>

R S BRI E R B~ O A mERENE, FTRE/RIR » B 2
BRILIIZ KT A 7 A AEE T CERFEHRBI Y EMT500E L,
AT FIBITBERE D 5 FNEZIZHE - TIT I,
5y Ny 77 v THRRE
Ny 7Ty TRRENL, EREREMER (BEX RSB AR
NAFTF IR —Fwr&— FEH: REERRESTE 7 —)
~EMT IRBOBEFOWBRE L 2BROBELTIHOTHD, K
HEHIEDIREORMENET T 5 £ CHBEARITFEHEIC T - 20°CLL T O
FERRECHRET 5, EVREMNENKRT L, BllERE L OHEN TR
AT, SERRMEEEIC T Ny 7 7 vy 7RRBII TR CEELAS LT
Do Ny Ty TRREORMS, RE. BEREOFIEL, JEFEEICED
D,
(R 1P R DR TEAR L]
E—E v 78 10mg & BARNEREASBME 22 ZICEERFERRAOKRE Lz L oM
R AT X VT LRED Top 13 3.8 B, t1p 13 18K TH -7, £77, [ 10mg %
AARANERBABE 12 £ CCEBEERDES LENOREBR TR, iR Aexvd
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DPEEED Tpae 1 8.0 BER. t10 1% 28.7 BRI T o7 Py T 28 3.8~8 B L ITHHE N
KEWZ D, ARBRTITRE% 3~8 B ORMBEEZERDHZ L ELE, Zhb
DR - BEE D L1 (EROBREMEIERRICOVT] YCERL, ARBRTO

PRI R R 2

BEEANC 1 A, Con lZETAHETIT 1 A, Cuax TITIZ 2 /8, HRIERERIZ

3 BDE T EUET, D ORKEEMFSE TO AUC DY AUCho® 80%LL L & 72 BHES

EERELE,

[ 7 ~NVFRRORERIL]
REOIE Z Bh kR L OB ERDHEROTZOIRE L,

8.2.2 BILFZEREDC-HOREIER
) HEBRET : AnX A L0ERYERICEET S CYP2C) OEGTFHE

2) BRMmEFH
3) AAHEIIE

B 59% 72 Wefd

REBIUONy 77y 7HELT, 6mL A EDTARK 25 H T 577 AF
v 7 BRI SR 2 A& AV THIRLZERIT 5, 77 AMORMERFZHE
ALESRETIATF v I/IRBEB LEZAZ E, BREIL-200CLUTDHE
EREICTIT ), —FEBEFEEORERF~OXEMLHALL, b5—F
FEERMEREEIC TNy 7 7 v TRET S,

4) MERBIORERBRO T ~OVERB L OHEHE

FEIC T _RALDE %R,

TNV OFRREE DRV, LARHRFEE L CRETFEEREM. 3R
| WEPRBFZEAEBER] = — K 5 H7 (B 00001, AF[E 00002, F##E 00003,
KE 00004) &EFEFREEA L L HBRERI = — N 4 #1072 2 WRE
BE (M), BB, FROMEERH, 3UEORBEL T Lz b 02 AEE

FZRETT D,
Study Drug MELOXICAM
Subject No. 000010001
Time 72h
Date DD/MM/YY
Matrix, ‘Whole blood <Gene>

BETFEREOBEMR~OXM RMEEEHT, "TaE722R v B 2 BEFELL
PIUS R T4 7 ATFE TICCTHRBIZERBE L V &=ty abo e L, &FF
NEIZREE D 5 FIEF I > TIT 5,

5) Ny 7Ty T HEE

6) FEHTIREER

Ry 7y FRRENT, BETESEOREME [BEK  EVEELES
BrAMSERT, FE - SNBL FHE/AFAH: Biomedical Research (GZ), Ltd] ~
ET AR OBREFR OBRBEICLABEBROBELTIHOTH S, ER
FHIEEF LR OBREMSR COBRENKET 2 % T BRI EMEEIZT
-20CUU T CRET D, BEFEEMRENKT L, FRETE L OHET
TENZEAE., SBERMEEEIC T Ay 77 v 7RAREHI T~ TEREZEL
T B, Ny s Ty TRRBORMS, E. BEEOFIEL. BRFIEE
WIZED D,

MAEFEEMBE DR N 2 OERYEFE T XA —F R EB L-HIZ, A
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0% S A BB BE B CYP2C9 DEETF SR SV TN 21T
IHDET B,
7) FEMTHIE U 7V ¥ A A PCR (Polymerase Chain Reaction) 5

8.2.3 HHENREGMPLUVREYM AL VICEERX

MEFEYEERAECANEREOE Y 1T, HEREREEECETNS 2 E T, HASHH
BABERL LT TV VR P—F o7 —BIUOEDRESIT L Z —NIZT - 20°COFERE
RETHRET S, BEORTBS-LEE. HDVITHEHBIKT LZEAT, 7 3TCORK
BN A — 7 TS TRE L%, BEET S,

BETEEOBREICH N IERHC YW T, &84 WRT Xz, FEARBOEY X
Biomedical Research (GZ), Ltd THFFEM T# 3 /. BAA, BEABIUKEA (3—m v /3%
al—V7 ) REOE IXENERLESEEPFERT TR THE 3 -, Wiht -20CLL
TOBFIRETHRET 5, FIEKETH 3 EMMRE LR T, T _ToREE2A— 7 L—T
SCHIB U 1%, BETD, BB, AuX i A0EYEEICEETS CYP2CI DBEFLE
LS DR EAT 5 RERA UG8 BET 2R COMEREZES TOFREZHETH
BIFT2 b0 &5, £72, b MK BEF SRV 7 Ic I b ORE R RIET B Z 2 gk,

x84 BHHDEME
(A4, ®E, XE]

O & BECRATFERERA D b DT 5
EMRERNE (i) HASHHFEARE SAAT7TV R —F o F—
BETEERE (£1) ENEELERFEENER EEZSRSZEH
[FE]
®OB BRERAFFERE R D & DR 5E
FEIRERIE (M) BRSTHEARE Eiotrer 4 —
BEFEERE (2Mm) Biomedical Research (GZ), Ltd
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8.2.4 REMFHEDN-HDREIEE
O BRERBIUZOHER
1) REEHE : AFTEHRTICER LARERL XU ORER
2) HRERH . ABTHIRF
3) WREFE  AFHMRFTOBETERD, HBRE B FVPTEOREMARIEROFE, &
$H, FEHRME, AR LENTGT 2, IEREERIUEEIIZO
FERIZE SV TR 21TV, EFAREEICHET 5,

@ BEFA (M. HT2)
1) HMEER : M2 IO
2) TREREY  BRERT, 5% 8, 24, 48, 72 KEH
3) BEFE  IEEEEBIUHEEDT. 2B LU0EIT2IC LV HRNEEFTROR
AT L., DEMRZEARSEEICRTET 5,
@ MmEFHIBE
1) HREEE : Amikik, AmEROE (GFPERk, U ooSERE, BBREL, SFBREREL. fFE
EIREL) , MBI, ~E/REVRE, ~< b2 Y v ME, fUNMRE 8
RAR M Bk
2) ERIMERE] : BeSRT. 5% 72 BRI (GREEFEIIE RIS T 5)
3) FMiFEE - EEEDO EREGE L TWA5EE THI, TREZGEK LT\ a5461E (L)
AT S, SHIEREICOWTIE, 7 b— FHERB X OERELEHE
119,

@ MmiRAEERE

1) MEIER : ffE, R AFe—4, HDL 2L A7 a—)b, LDL 2 L XFa—/L b
V70D R BER, TLV7 IV, RE, 7 V7 F=r REVVEL,

i EEE YL, AST. ALT, y-GTP, LDH, ALP, CK, Na. K. Cl, CRP

2) AR - BERT, BE% 72 B GrAREIEE B LT 5)

3) FRlAE - BEHEEO EREZ R L TWAEEIT TH, TREZEWR L TWA5EE ML)
ERARETAH, ILHICHEMIMEIC DWW T, ZL— FHEB X OB ELEHE
21T 9,

® RRE
1) HEEE B EUAYS & ok B, pH, BEA. verE) 2 —5 2 g (B
B E B S Bt OB A T B)
2) AR . BEET, BE5% 72 ME GrASEII] B LT 5)
3) FRE S BREEO EREZ BN L TV A0 EIXERRE CBEOBAE TH, TR
EHUL L TWAEEE L] 245872, & bic@lifElconTx, 7r—
FHER L OREEBHEEZIT O,
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® ABZALFA
1) BEEE - MFE. IR, K&

2) HRERE  EREEE L., BEH
BERE ¢ 230 4
3) BREFIE:

4) RIS

© #®E

. BE1% 48

EREZEOF (FTF) ondhnr] KTRIET 5,
MR X OVREEIE LA TRIET 5,

& & UUERIREEICRMT 5,

1) MEEE : FEAE

2) HERH

)

3) MEFE  FE (RUSEIEK) 2AEL, EfHREEICRRT 5.

[HEEEO~@DRERM]
O FEFRL LTOEREROIIES X OEMC X AR RRRY B L LTR

EL,

@ EMIC L2 —BR2ETOREFROMROEDIIERE LE,
@ FEYZYOBEETERL LIZEYEIRE T A—FZDEHICA WA ZOICHE

L7,

. B E1% 24, 48, 72 R GRFESuPHIIR 5% 24
L 72B5R 1 BERE L9 B)
(RIB T, BRERAFZEELET = & DT X T OHRE IZB W T, F—OEMT (K.

BERIEOHBIZED | BRHEROHIEEBPTFDOONHE, AFF

FeERET, 5% 2 BH GrESEERT T sEREOThITER & Lz

O~® BEREAZIRLTIHERRRT, HREORBRREOHERICLELZ XD
o —fxRY2TER & UTERMA LTz,

8.2.5 HBREADFEME
14 %70 OREmES - 15 5]

<PRmEE, FRMBOPIFR>

R ERBRE FEoRigE BEFLEHRE Y Hinsfe » &5t
~ 2 mL 27 mL 12 mL 84 mL .
RS @mLX1 &) (9 mLX3 @) (12 mLx 1 &) (6 mLX 14 [) 125 mL
S 3 mL 21 mL 12mL 84 mL 120 mL
(3mLx 1 [E) (7 mL X3 E) (12 mLx 1 &) (6 mLX 14 [E]) m
21 mL 12 mL 84 mL
L c}
i 0 ml (7 mLx3 B) (2mLx1E) | (emuxia@) | !17mE
" 8.5 mL 36 mL 12mL 84 mL
KE | (gsmLx1E) | (2ml® x3E) | (2mLx1[E) (6mLx14m) | 405mL

VI NYIT T HEED
DNy s T YT EED
9 R Y == P AOBKRRERREERVTERT 57-0FE (EE)
O SRR [MREMNRER 3.5 mU/E, mEAERER 8.5 mL/E] CKE)
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9. FEER

9.1 HEZZOESE

9.1.1 A=E%
FEES LT, RRERBEINEBIEHTICEBRLE., 0035 E LIV, HBWE
BERLU0WHE, ER, BROZELTHY . UERARKE L 0REEHROFE I b2,
7L, RBREBRELRATL 0 FET A MEE - TERT, FECELLAVLDREESES
LI LA,

9.1.2 EELEEESR
BELSAEES LT, AR TICHEREICEL-HOWEIFE L RVWERFELOTE T
DL, FROLOEND,

1) BIZEDHO

2) B EENTHD

3) WREDTED AR ETIAFTEHROERESLEL 25 L0
4) KR ETITBEEREE - HER2kI b o

Sy BREFEEFRTLO

6) E0fth, EFRICERL2LD

9.1.3 BlI4ER
FRUIEAEEZOY L, BRELOREBEREGECERVWLOZEIER LT 5,

9.2 EEEZROHE
9.2.1 é“ﬁf“%‘ﬁ’%ﬁgiﬁgﬁ‘ﬁ
AFHIEFOZ 2 DREICBWNT, REOFEZHET 5, EEHY ) LHE
FTOFMEREEERLE L'Cﬁﬁﬁiﬁii TET B,

§1m
op
P

9.2.2 "M ALY A v DEEERHE
AFTHIEFONSA ZNY A OB EHERO L, FEOEEFEZIEICLCHENC L Y HEF
SOHEEAT .

9.2.3 ERIRIREEDHIE

ARBICBW T, BRBREE & IXERFORE, WRECFERE. RBEZETLOL T2,
FRIRIR A EA B F NS ML, BRIR W%&%kiU%%@@ME% ROFIEM A B L7 fE (B
BAE) YD CHETT B, 7235, £ L— Fi, National Institute of Allergy and Infectious
Disease (NIAID) ¢ Division of AIDS (DAIDS) DMERL L= HEESROBREOSFEIEE 122.
B ICESHTHET D, ZOEECHESNTOWRWERIZOWTIE, TR THE
USEBERE TR T 5, BE%, FLV—R2LUELHEShEZbO2FEEESE LTS, 17
L. BEATE B L TR L TORWEAIREEES L LAY,

B OE . (VS L—F0) MEREEEEGE L TSR, DAIDS D F L— R 1T 0,
(7 r—F 1) @d‘%@f’ﬁ( n»db%ﬁ’bé ?E)@@ H '%.‘.I:{E‘ Z:EEE j:fot< N {Jﬁ%%g
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Lfdtl/\o
HEE : (FL—F2) TRTEFEFRCIELZ T2, b LEBRRREBICEZEEZRITL

BREZET D,
B E:(JL—F3 Jr—F4) BEEFLERSIEL &7, BREERZZEN
RHBND,

9.3 AEEROE
WRBLEE L. FEFLRORENROONEEIT. FEEFRONE, REBR, BEE,
BEE (EE. #EE)., TOMOLE, &R CREME, BE LEAREEDH D, BEE, FH,
ZOMOGEITEONE)  HBRE L ORRBRLZEFAREEIIRAT 2, 2k, BEEELLT
AEREE L ORRBEARICHOW T TREEEL B ITHET 5,

9.3.1 BEEDHIERSE
B OE HEERICRTARE - MBEERNEL Lol
AR . HEERIIKTT AL OOIEE - MBEEYEL L,
B EAEFRICHTBMO»ORE - MBELEL L, RBREFIELE,

9.3.2 HBRELORRHEFROHEEE
BEH - BERB LOREBBEEROER, REESOEBZASICHET 5 & Lbic, BE
ERPCHEERE OLE, ARNZES., MEREFICOVWTHER L, AEBRE L ORRERE T
5, 2k, WREL ORRERL BOERHA), [ZoMERL) Sk BEERL] SHE
LTcHBIZHOWTE, £ OEHZEAREEICTET 5,

O BEESHY RIS S LR RBY I A R BB H 0 . F OFEANCEEMORIGE
R L, fOBEBIC X AFREMEN T E A ERWVEE.

@ ZHEEHV  RBRIERE LRI REEBGR LD . RBREOEBIEANLT
BENAFISERL, OEREOEER X UOEREERFEOERNBEE
S, RBRE L OBEESIREE TERWEE,

@ BEEAEA c RBREER S L RIS R ARBEREGRR B 0 | EHRE OBEELITRE
HFEOARF LS OBR LHEE S 528, RERIEIC & 2 ARl bR ¢
Z IRVEA,

@ ZoyEER U ABREEERS L EENICHEBBGEMIEE ALV EEZ DNESE, i
BRBREICEERNETAEENH 556,

® BERL DRI L ERMICHEBBENR VW EE L DN A EA. EIIRRE

[CBERNE T AN RERN D OHE,

9.4 EEERREROMLELUVEREE
9.4.1 AEER EKRER) RBEFOXG
) BEFSEBRBA LSS, TRBELFIEREOZRMERR O D LEIELTERL
DILBEE R RETT 5,
2) ERLEOUENKEL 2o HE, MABEFIIERECCOEE2EATE. REOLE
21TV, FRAIE UTERBHEET 2 CHER T 5,
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3) BEREEERPEELEZEAIT 04412069,
4) MEBEEIRBE L -AEESNEEERIEIRET A 2 L 2HRT 5,

5) MABRLEIIFESEERAOTDICHROMENEEE L ¥l L-5Ge, RBzPiEL, %
DHEOFBEBET S,

TRIFTREMEIC DWW T, HUEAIS ORAEE ITRESR, BEHE, BRERGFEOREMEMR
RBREORMN LENOTFRITERWbDZRM, TRITE2bOZEBMET 2,

9.4.2 BEEEEREHOXE
) RBERSH, REECEELE (V) CHESNEATERNRBDOONEE, R
BEEZFA E LT OREEISEEE E 2R ERIEICET S E TEBIMEZITI & &
HiZ, BEGCTREEZTT ),
2) BIEREEZIAEFFERRROLDICHAROMENEE L Lcse, BBReFLEL, £
DHEDEREBET D,
3) EELHERSMREALILEAIT 944127,

9.4.3 EEUHBREZREROAIG
) BEELEEFZIRE LSS, MEREEIEREORZESMERFRDOTDIZ, BEITST
TERLOMEEZRTT 5.

2) B LOUENBEE RoTGE, TMREEEIIERECZFOEEZET A5,

3) MFREEHE L. BALFEELRAEFEENEEELEIRETH I L 2HRT S,
4) BELRHERESPBBELEGEIX 94412065,

9.4.4 EELEEERRERORE

HELREERESZNRBIA LGS, MMEBEEFRELDIZEDOE % e-mail F 7203 Fax (& TERERMF
FEHBI O K, WIFEER LA B L OO BERIF MR O IR ] ET 5,

Eiz. BEEDAFFRBREA LSS, IEREEFIIRERTE T THLEEOR—) VI —
A VT NNA DELOBIES T ICHOMICERT S (B, FER X OEE T e-mail £7212
Fax, RIETi& Tel ZEf), BUERFETE~EGET~EARTE 122 1 2)) 1087,

[EE LT EFRREAROREE]
- FERCIE S
FIMARPEFENREHE R BRER #& JIEd '
e-mail : skawai@med.toho-u.ac.jp
Fax : +81-3-5753-8513
(B H EERRRSOBEE]
R SR T
A4S EARN=Y U —o A bR EH
EHEARAT TEEHEE 1 LM ms—7

e-mail : ADR@kaw.boehringer-ingelheim.com
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Fax : +81-3(5435)2911
BYE R Rz, it BEX

) Boehringer Ingelheim Shanghai Pharmaceuticals Co., Ltd.
Associate Drug Safety Director, Medical Department
Rui Lin
Fax : +86-21-5882-2656

e-mail : Rul.liu@boehringer-ingelheim.com

#[E Korean Food and Drug Administration ( KFDA )

Pharmaceutical safety Bureau, Pharmaceutical Management Division

HKE  Boehringer Ingelheim Pharmaceuticals, Inc.
Drug Information Unit
Tel : +1-800-542-6257
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10.  #REHARAT
10.1 #fto7T—42 Ok
BB T %, FARESEHIEFRSEORELITS & L bil, BEIS CTEMRDE
EESEIL, TRIEETAIRELH DR NERET 5,
D 7R R F BIREEICAE L ARWE, RN IR 5
2) Foak i BREORIEREICRY T AE
3) WEERE : %5, BEOFESCEEREIZR W Tl EED b 0BRBITR
bi-E '
4) DD
ERD~4) ©5H T1) FEikg) 13) AEERG [4) ZOMORBGI Z@bifls 32,

722U, TREOGMEANORM - MERERFE OTIIL, BRI EE D O &13H72
SR,

O ke (Mg ERYIIRE) DOFFRHE
- P 5% 1~8BERT . £54)
BB 12, 248FR 0 £104)
- 5% 36~T2 BFRE . £30 4

@ EEPRARE FE MR O RF A FL

- e E1% 72 BRRT - +1 BRS
® 3o F YA B TERFRE O PR
- $eE 1% 24 BERE - +30 4

- B G 15 48, T2 BE =1 BFRE

KREME, EPNE (BEE) OBy

BeRE ORI FIIIRA L LTEOE LB EITV, MESOFEZIHAVRY, REFERE
OMEEIC L ARBHRHSEIC Lo TREIE 2o T2 BE1E. Ny 2T v 7 LTRE LTV
FERAELCHEL, 2EEE LTROVED, Eio, EPhE EEE) oW THE Y
F. FORROHAIICE L TIESEICE U TTEREREECEH T b0 LT 5,

10.2 AT SREH
1) RERSEREEM
FHELZIRE LT~ ToRREIC L 5EH
2) HBAN BT HEERE SR
RBEAIUCER & S, FREESVNE SN PEE L DEH
3) FEREARITHRENM
RBREN G S, BTAIEELEYERE AT A -2 BELNIREIC L 2EH
4) TEEMRITIEEN
RRESRE ST~ TORREIC L 2 EH
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10.3 #EHTIER
1) HEHEER
FEWBTRNBEROR—2AF5 4 (A7 Y ==V JH) OBFEILOVWTO—EREE
L., SEEEFEITERTKE (FWE, PRES) 2EBHT5,

2) EiEE
© MR A B %S0 AERES S BT 5 MBI/ T X — &
WinNonlin @/ > 28—k A3 b« E5LIC L BIETEE AT, FEROEM
BiE T A — X 2 EET B,

Comaxs Tmaxs tzn AUCo ‘AUCon MRTo.. MRTo.. CL/A, VA, 38XUMEE
% 7%_ D @&@%T%@ﬁﬁj Lf: Cmax, norm» *AUCO-t, norm-s *AUCO-w,non’n
TLOHD by (RREEFE) ECTORBOBSRE L TABKICL Y BEHShiE

% AUCo & L.t M D ER KM E TOMBEENTE AUC,... & AUCy, & OFn
7&‘ AUCo.m (‘: Lf:o

© st
A A 0% S NBRET ST, IR T L ISR R I L, B
BAERT B TS X — 100V T, EAHEHE, SEICS UTEATS,
STEBIREIC Y BT 5,

3) BT HAMRE
A ¥ AOIEYENREIZBE S B CYP2CI DBMEFHEUI OV TR E1TI b
DET D, 2B, AERAUERSBETZECHRITFIBOFEMI OV T, &R
BEECRKETA LD LTS,

4) RAEMFIEE &£
O FHEEZ
FEES)I MedDRA (Ver. 13.0 DA L) W TCa—F 4 7 %175, HEESIIWR
BIEO—BRETRTE LB, £FR BRLEFEFROEE, EEE., ¥R
BEE, Rrgeifl, SEOIE. BRERBSLORRE) 277,

@ HRHREE
RERSIZ L ICER - EFICOWTHEEER 21T ), £, EEET —2I13ER
MErBEZREHL, BT —F13 7 b7 NVEERERT D,

@ SNAENYA
BERH T L, EARRE (P9E. BERD2 28HT5.
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@ XRAWE, TERABIVCEFEEOTH N
RBBIAERTIC T8 S oo T BHIE, BRPRFFERHET BT M L1 (I DV T,
PRAEEAEE S X OBEHRT RS R N B L, 2 ORIRVERET 5, 20T
WARICE LT, BEIS U RIS RREEICRE T2 b0 &5,

11, HEBEOMEBNS & UHZEMER
1.1 BEBREORLHEORER
AEBRIL, "~V U ETICESSMENEA, EBEE M LEIEBIV80 D2 12
ETrEHE [ERHOBKRRBOEROEEETIEFO—HERET HE4) (2008 £ 2
A 29 B, EEBBESE 24 5) (BE GCP)., [ERRMFIZET 2 MRS (2008 427 A 31
AA&HE, BAEH@E). MBEFRECETAINA NI A1) (20034 8 A, BEEFBEES
&), e M7/ o BIEFEFTIZRICET A fm3RiEEr) (2008 4F 12 A 1 B—H#EIE, SCERRE
- RFEEEE) FILY, SMEOREN+HICERE SN, BRVEHEER L OFIEEL
BSF L CEMT 5,

1.2 HE A% BEZASR

11.2.1 &
ABBILHRTFEBIIC S 1 SRS TS, (B (55 FEFALIC HFELT
S TR AL

11.2.2 i L LMEROIRM

WIRBEE L. FREORSIERZELRITI L, RROERICEELZE 2. F o33 Rkt
BT o fmE (BB FEERSOAREZLE T OWREDCH D2HEREAF LGS, B,
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8 1)

DIVISION OF AIDS TABLE FOR GRADING THE SEVERITY OF
ADULT AND PEDIATRIC ADVERSE EVENTS
PUBLISH DATE: DECEMBER, 2004

PARANMETER GRADE 1 GRADE 2 GRADES GRADE 4
GHEE MDERATE SEVERE POTENTIALLY
LIFE-THREATENING

- Standard nters

ationsi zf:;

s sre fisted in ita

F00 — 400 mm®

Absclute CO4+ coum 200 - 20%imm’ 430 - 18%¢mm’ < 00
~ Aduit and Pedistric | 300~ 4504L 206 — 2994 160 - 15941 < 150/4L

> 43 years

{HIY REGATIVE ONLY}

Absolute ymphooyte 500 ~ BEGmr B0 - E8imm 258 — 49%mm’ < B

count

« Aduit and Pediatric
> 43 years

{HIV BEGATIVE OGNLY}

G500 x 35
0850 x 1574

0800 x 18 -
0599 x 1594

0.385x ?Gf -
D439 UL

<5250 % 105

Absaiute neutrophll caunt {

ANTY

Adult and Pediatric, | 1.000 - 4,800mm’ 760 ~ GEsimm’ 90 - T49imm’ <« E00imm®
> 7 days 1.500 x 157~ 0.750 x 16°~ 0.556 x 107~ < 0,500 x $0°L
v 1.300 x 167 0.899 x 1571 0.743 % 10°A
nfant™. 2~ £7 days | 1,280~ 1.500mm’ 10060~ 12480mm” | 750 - 998mm’ < TEGm
5.250 % 307~ 1500 % 157~ 0756 5 107 - < 5.750 x 10%L
1.500 % 1671 1.249 x 187 0989 x 1L
tnfant™”, 1 day 4,500 - 5000mm” 3,000~ 3890mm” | 1500-2880m° | < 1.600mm
4500 x 35—~ 3.600 x 15 - 1,506 x 167 ~ < 1.508 x 10°4
5000 x 1071 2899 x16%L 2,998 x 104
Fibfinogen, dacreszed Wil — 200 roglah TE G0 mgidh £0 - T4 mgidL « &0 mgfdl
1.50 - 2.00 g2 .75~ 0.95 ofL 0.56— 0.74 giL <560 gL
oR oR oR oOR
078 - 088 x LLN D50 - 0.74 % LLN .25 - D45 x LN <028 LM
on

Hggrciztad with gross
kieeding

Hemeglolin (Hgb)

TE~ 8.4 gt

1895 ~ 1.85 mmelid

SR

1.40 — 4.54 el
LR

105 — £3589 mmolL
OR

Adult and Pediatric S5~ 1009760 BED 74 gidl < &8 gidh
& 87 days 1.82 - 1.88 mmntl 148~ £.87 mmeil 1.09 ~ 1.95 mmoiil < 1.07 mmoll
I POSITIVE
o OMLYY
Adult and Pediatric 104~ 109 gidL Lo -gL gl 7h-g8gidl H

HEGATNE

Any decraass Any decrasss Any decrzass

28534 gidL 3.8 ~44 gidt 245 gidt

G238~ 583 mmokL G844~ GEE mmcli 2088 mslil
{nfant™, 35 - 55 days | 8.6~ 84 gL FH~ Bdail 6.8 -89 oidl < 300 pidt
A POSITIVE OR 1.32 — £.98 mractl 1.5% — 4.21 mmcliL 0.63 — 1.08 mmoiil < 382 mmcli

322802
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DIVISION OF AIDS TABLE FOR GRADING THE SEVERITY OF
ADULT AND PEDIATRIC ADVERSE EVENTS
PUBLISH DATE: DECEMBER, 2004

- LABORATORY

PARAMETER

GRADE 2

GRADE 4

2.500 x 405

GRADEA GRADE 2
MILD MODERATE SEVERE POTENTIALLY
LIFE-THREATENING
nfant™, 22 < 35 days | 9.5 10.5 gidL BO~84 gidt. TH~73gHL < 700 gl
Y PQSITIVE OR 147 — L83 munol 24~ 148 mmolil 1.09 - 1.22 mmei/L < 1.0 macll
NEGATIVE)
infant’?, 1 - 21 days 120~ £3.0 gidl 100~ 158 gidl .0~ %8 gidl < B gidl
EIWEPOSITIVE GR 1.86 - 2,02 mmolL 1885 ~ 1.88 mocld 140~ 1.84 mmoldl < 4D mmell
NEBATVE)
internadonal Mormalized Li-LEx N 18- 2.0 0 LN 2420 U = 3.0 ULN
Ragio of prothrembin time
MR
Mathemoglobin 5.0 10.0% 131 ~ $5.0% 15,1 - 20.0% = 20.0%
Frothrombin Time {FT} 1.t 128w ULK 1.28 - 180w ULK 151 - 306 2 ULN =300 ULN
Paria Thromboplastin LE= 182 x ULN 187 223 s ULE 234308 x ULN 3002 ULK
4 Tirne PTT)
Platelets, deorsasadd NG00~ BOLEY - 25,006 - < 25000k’
Qﬁéygégfmm‘; BEeHmm ; é@,é‘é@!mmi « 25,060 x 104
195000 2 10 ~ E0.000 % 40 ~ 25050 % 48 ~
124.999 x 10%L 9,998 x 907 49,999 x 1674
WEBC, desraazed 2060 - 2.500mm’ 1500~ 1,098mm’ | 1000~ 1480mm° | < LOB0mm’
2000 % 167 - 1500 % 15° - 1056 x 107 - < £.000 % 10°4

CHEMISTRIE

1499 2 407

pH < normal, But£ 7.3

pH € 7.5 without e

pH < 7.3 with -

threataning
CORTEQUENSED

Aeidosis
threatarning shrasisning
CONSRUENEES CONSSGUANDES
Albunin, szrum, low 30 it - AN 2028 ¢4 <20 g8t NA
BOgh. - LLN 252501 < 20g4
Alzaiine Phosphatase 128 - 25 x UL 2850 ULNT 5.1~ 100 x LN 300 ULNT
#lkalosis MA oM = noemal, But 278 | pH > 7.8 without tife- oH > 78wt e

shresisning
COnSSgURnas

ALT (3GFT)

RO -60x AN

.1« 100 x VLN

= 500 x ULN

ABT{5GOT:

125282 ULH

245 ~500ULN

£~ 1D 2 LAY

= H3.0 w ULK

Ricarbonats, serum, jow

.6 oSl ~ < LLN
18.0 mymofl « < LLN

15,0~ (5.8 Byl
4.0~ 14.8 muenelil

28~ 108 mEgL
£.¢ - 10.8 symolL

< B.LmEgL
< 8.0 mmaid.

Bitinsbin {Towl

Adult and Pediatric >
44 days

LE- 1.8 e LAN

1O~25 4 ULN

= 5.0 VAN

“Yatess ars for tsmn infants.

tze age and sex gpproptiate values &g bilinvtind, including pretens infants.

122504
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DIVISION OF AIDS TABLE FOR GRADING THE SEVERITY OF
ADULT AND PEDIATRIC ADVERSE EVENTS
PUBLISH DATE: DECEMBER, 2004

PARAMETER

GRADE 1

GRADE 2

GRADE 2

GRADE 4

MiLD MODERATE SEVERE POTENTIALLY
LIFE-THREATENING
nfant™, £ 44 days = 20,6 - 250 mgidl 35.% - 300 mgidL > 30,0 mgidt
{non-hemolytizd B[22 - 528 proll 225 ~ 513 pmiolL = BI8.0 prackd
Infant™, £ 44 days WA FA 00 - 256 mgldl = Z8.0 il
fhamoipde) 242 - 428 pmaold. = A28 pmoll

Calzium, serum, high {somacted for slbumind

Adult and Pediatric 1086 - $1.5 mpidl, 188 - 2.5 moid. 128 - 188 maldl » 558 moddl

= ¥ days 285 ~ 288 mmoli B8~ 315 el 2.4 ~ 3.38 mumotid » 2,28 oL

Infant™ « 7 days 148 - 124 mgidl 128 — 123 nagidl 13,8~ 15.8 mgfol UG mgidl
288 3. {0 mmalil 341~ 325 mmelil 3.245 — 3.38 mmoii > 8.28 mmcll.

Calvium, serum, ow {zomactad for albumind
L i

Adult and Pediatric 7.5 ~8.4 moidL T -TF mafsl £.1 ~8.8mgidL < &1 mgidl
= ¥ days 1,98~ 240 el {78 = £ 94 menoii. 1.83 - 1.74 mumoidl < 1.58 mnwo¥l
infant™, < 7 days .86~ T & mgidl 8.0~ 84 mgidl E.50 - 540 mgldl < EI0 mgldl
182~ £.88 sonoiil, 1.80 ~ .82 mmoliL {.38 — 1.5 rumoit < .28 mwolil
Cardias troponin | {Tnl A NA MA Levsls consistent with
myooaridial infarstion
or unsusble anging as
defined by she
wratuizoiuner
Cardias troponin T {eTrT | NA KA 5 020 ngil.
OR
Lavels consistant with
wyposardial infzrotion
or unstabis angina as
defined by tha
manufacwrer
Cholesterol {fasting}
Adulty 18 years 200 - 258 moddl 240 — 306 gl > 208 magidl HA
B 5.8~ 5.5 mmeliL 8.20 777 el * FFF mmold
Pediatric < 18 years 170~ $EE mofdl 204 300 mgidl > 200 mgidl NA

4 A~ 5,18 minwoli

S48 = 777 el

» 777 ramoid

Creagine Kinass

$0 58y LN

SL-90 2N

1040~ 188 x YL

200 0L

Creatning

ERPUR R PR 3

14 - 18z

1.8 - 2.4 x yts’

E a5 % UL

Glucose, zerum, high

Nonfasting

F1 - 280 roaidl

s

251 - 500 mgidL

= 500 mp/dL

.89 — 12.88 mmo¥L {389 — 2778 mosoll. | » 27.75 mmold
Fazting 110 - 128 moél 138 — 250 mpidl 251 - 500 mgldl = GO0 rmgddl.
.47 — 8.8 mmoid £.85 — 12.8% mmobl 1389~ 2778 raranl | ¥ 27.75 mmoli
" Yakuss are for tean ind

Usz 2g2 and sex approoriate valuss feg., Bllirehing, including praters infants.

= o wE
Fage Hofl

‘T«g
N
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