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4. HEIDBEXHTICHITDREN
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AEBRIEE - MR, mEERERER. BRI —MEER. BHEER. TR

O PTP iz
SHBREE R | B | U A e
o (1) ) 3) (4) 5)
SEBLE | EA & e 83~88 100.0
1 »B% | Ea - - - 100.6
3nB® | EA - - - 100.2
6»B% | @ | EA& HE 88~93 1005
QO NTa%
MBUEE | R | mastk | Lo T | HUPE o
o (1) @) 3) (4) 5)
SEEEE | ES | EA e 83~88 100.0
1 %A% e — -~ - 100.0
3 5 Hi% e — — - 100.4
6 » Bk we | oEe e 84~92 100.3

(1) BEOFHEERAD DFRFETH .

Q) WEI7ax b 757 ¢ —  HRBRERUOEEBROFEE -7 ORFHFBIEFEL V. Fz,
ZNHDE =T DIURARY MVIFEI—EED & 2 A IZEROBEDIRINZRD 5.

(3) BRI —1ER | HIEMEN 15.0% %A 22,

(4) 30 . 75%LA L GRUVI)LR—h 80 % 0.5% (W/V) WML 7z iEHRERSE 2 . /3
F)ViE. 50rpm)

(5) #FRED 95.0~105.0%

R EEREm AW IR (40°C, HHEE 75%. 6 » A) OfER. BEOHEIETIT
BT 3IFHZETH D Z EDHERIE NIz,

O EmAFRETOLEMHER 2
HERSRM  OIREITH T 22EMHER : 40£2C, 3 »A GEY - [EBEE)
QEE TN DLEMHER | 25£2C/7525%RH. 3 » A (GEY¢ - B0



@elTA I D& EMAER : MIRE 120 /7 1x - hr/25C (4000lx *« ¥+ —L+5 v

7 (7%))
ABRIEE IR, EHEER, EEHER, BE

AERIEE PEIR wEHEER (%) | EEFR (%) | #E IN)

iz (D (2) (3) 4)

ABRBHIG T HE 86 99.9 65
O E 3 AR’ =zl 2zl 27zl 2l
OfE 3 AR’ bzl =zl b7zl 2l
@t 120 51x - hr | &=zl =Lzl b7zl 2l

(1) BEOFHEEIRAD DFRIFETH .
(2) 30 3. 75%LAE (KUY IUR—1 80 % 0.5% (W/V) @0 L 7-¥EHRERSE 2 W, /3
F)ViE. 50rpm)
(3) FRED 95.0~105.0%
(4) B&fE
ZEMOFHIIE 885 « 417 2)VADEEZRE TOLEMHABREIC OWT (BH) FRk 1l £
8 A 20 H] ITE#EH I N7z SlBRIEE DM EHE TR > 72,

O ER DR EM AR >
AERSR  OIREITH I 22EMHAER : 40£2C, 3 » A GBY - [UEBEHEE)
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AERIEE 20N wEHEER (%) EEAR (%)
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QiEE 3 #n H® =2l =2zl 2zl
€0 120 5 1x - hr =2l =2l 2zl

(1) HEDTEI XN IR EETH D,
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F)ViE, 50rpm)

(3) FRED 95.0~105.0%
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AERIEE MR | fEREE | RES-MEER | BaER o) | EERE (%)
j2ics (1 (2) 3 4) ()
BB G e e e 79~85 99.7
1 »A% e — — - 100.5
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6 » A& e e e 83~89 100.6
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(EHZE OEFE X ISELIE]

L2+ 7% 100mg [JG] 7
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B | DARES —RSBEELREE (S FLE)
pH1.2 | BA%EH BEHHRE 1 K
pH4.0 7z Mcllvaine DfEER
pH6.8 | BARES WEHIERE 2
X OAEES Kk
50rpm | oing | KU VLR— 80 £ 05% (W/V)
SHERM | DR/ BRI P WML 7 BAZREFTTEHFERSE 1 ]|
KU UN— k 80 % 0.5% (W/V)
pH4.0+PS WL 7288 7> Mcllvaine OFEER
KUV L~— b 80 % 0.5% (W/V)
PHE.8PS | v |7 (skE Hiab stErss 2 1
KUV L~— b 80 % 0.5% (W/V)
100rpm | pHLZ24PS | sepn - Racmm Araiiaters 1 %
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. HEEE
oy | e i
pH1.2
PH4.0 | means-sBmiic o €. SERSUHEI ) TH9YE R AR ) S
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7K
20 EYERUE AL 0% 85%MIEDEST 2 Bz B T
PH1.2+PS | BRI 0D AV H e A EHE R D TSV SR + 1 5% DB 5 2 0.
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PH4.0+PS | .o e \\ \ " s
B ) SSVE RS 60% 2T S5%FHE & 72 38472 2 BEc 4
PHB.8+PS | I\C. BB TV HIsE A EERLAI ) 175 e + 1 5% DI
BB, Nt £2 BSOER 42 DL Th B
100 | pHL.2+PS
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% 40
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FicHD. A1 FI71 OHEREEITEE L 72,

HERRTd D 360 JZHN T, FHEBREAID
SIS HR I SAFERIA O FIGE R + 9% D&
FIZHD. A1 FI4 L OHEREEITEE LTz,

(50rpm. pH6.8)
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100 100 |
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(50rpm. pH6.8+PS) (100rpm. pH1.2+PS)
100 + 100 +
3 80 .80 L
60 | € 6o |
H 40 + 3 40 G
8 o0 |/ —o—traxsTs100mg 11G) i@ "o L A% 78100mg [JG)
. — e EMERUE (5EF. 100mg) 20 ¢ e fmEEMA (H. 100mg)
0 15 30 45 60 0 s 15 20 5 60
B (49) B (59)
HERRTHD 15 0KV 30 TN, 3 | HIEERTH S 15 7K 30 oicsnT, =
BREEI DB H R FEEER OB HE | BREAE| O H R (JEE R O SEEE H R
+15%DEFEICH D HA RTA14 L DOHERLEE | £15%DEHIZHD . A1 K54 > DOYIEEYE
@S LTz, @S LTz,
BHEEOBELIMEDOHIE (EFHEBHXR)
HE2 H|5E SEIEHEE (%)
N = N NA =3
(rpm) | PR | BSR e | el (vloaks 7 | P
(min) Ge#l.  100mg) 100mg [JG)
pHI1.2 120 2.7 2.6 BE
pH4.0 360 2.9 2.8 BE
pH6.8 360 2.9 2.9 BE
7K 360 3.0 3.1 BE
Hio | 15 40.9 32.6 \
50 | Pipg e
45 91.3 86.8
pH40 | 15 60.6 55.0 e
TPS 30 91.3 89.7
pH6.8 15 55.8 49.1 e
+PS 30 89.6 84.7
H1.2 15 55.3 49.1 .
100 | P Ee
+PS 30 915 84.9 -
. fEam

FHERA & SBREA OEIIEHERZ R L2 & 25, WINDFHBFEFTEN TS [RREERR
DAEMZRIREEHBRT A B 1 2] OHEREITHES L T\,
PAEX D, FHERFE & HBREA OB HEH OB R S N,

L aF*> 78 200mg [JG] ¥

[BRERRDOEN RGBT FTA EFEO—EBEIIONT 2 SENEL DR
CEFEEE OEMZRRIEETEBRA 1 R o1 (F24F2H29H EEEEFR 02293 10
B) ] IS,

- BRMERIE| . L aF T8 100mg [JGI



o QUHEEIKEE - A

SEE | DRSS —REREEHEERE (S KL
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e
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SR TATE % £+ 1 5% ORE A B2 5504 12 Fh 11
T, +25%DWEEMZ 2HDHE N,
. HEREE
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100
~ 80
3
=60
5 40 o L 3% 75200mg [JG)
2o o A (L% T
0 | IOng [JGJ ?
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R (99)

HIERRTH D 20 7 KU 30 77T NT, &
ERBE O S IVE H R (IR HERA O SEIF¥E HH =K
+10%DEHEICH D, A KT > DYIEEE
K’.i@é [/f:o

BHEEOREMEDHE (FEEHE)

—_— 5E TAIVEHE (%)
i =pga v o | 2p ¢ HIE
(rpm) | TR | B gmems) (bLaks 75 | BEBRMA (L aFs e | HIE
(min) 100mg JG) 200mg [JG))
Hes | 20 64.0 64.4 ‘
50 | P Be
PS | 30 84.7 82.0 3




10.

11.

12.

13.

14.

BHEHORIEMEDOHIE (B DEHE)
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i e
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50 pﬂ?éS 30 80.9~84.3 0 0 | Ea
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V. BEICEIHIEH

1. WEEX(IEHR
TERBIL NITERDE A - S5
BRI T~ F. RPIEREEE. BURILE. BEIEIAMK. SERBUERE. B - BEEA
Fifitg, IHMERIONTRERDIEK - ER

2. BERUHE
BEETY U~ F .
WE, RAIIEEL 23> 7L 0 T1E100~200mg Z 1 H 20, 8 - YBRITEOKRST 5,
ZVEERETE. EEiE. BEAEERA. SEREBUEREE. B - K .
WE, RAIIEELaF> 7L T1E100mg %= 1 H2EH, 8- YRBITEORST 2,
Ffrtk. SMERIW NTIREHRDIE A - B
WE. BAIEEVaF> 7L U THEOA 400mg. 2 BIEHLME 1 B 200mg &L T1H2
ORRORET 5, s, HERRIZ 6 BREHU EHITEZ &,
EA OGS L. FEDOA 400mg. MHEITE U TLKE 200mg % 6 REMU Ed T TRO#KSd
%o 7272, 1H2EZFETET %,

(% - REICEE T DR L O
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AR EEHE LT b IR RIS AT SN WES . OBREDEIRIC O TEE
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3. ERFRAIE

N BERT—I I\ T—2
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(5) 1REEAVEHER
1) BIEALIL{TRERSEER
ZHUERZ L
2) LEEEHER
BRI L
3) R MEER
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4) BE - TRRERIEER
ZHER L
(6) BEHER
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VI. EFEIEBICE I DIRE

1. EHEFNICEEL DILENNIILEME:
A77a7xz>, TR Wb TaTvzy, YraJ I+ ML AOFTAL O
FYTOT2rFMUTL, OV FIHLIREDI AT OA NEEK - EREA

2. FEIBEFR

(1) {EFAERNL - YEFAMERS
TIOFRUBETORY TS0V G/HIRE T 2> 7 a4+ 7+ —+ (COX) D220
TAVYA LTHD COX-1 U COX-2D> 5, COX-2 ZFRMTHE T 22 LITLD., i
RIE - ERIFAZT T LEZ6ND, ¥

(2) BRI DHERIE
BRI L

(3) FRRAIREER - F5mbsE
FZEERR L



VI. EYEREICE T HIEE

1. MEEDHER - BIEE
(1) iaR LB mPiRE

ZHERZ L
(2) == MHEERLERRD
R AFF
A k58 ¥5%5% | Tmax (hr)
. 1 &% iy =q==1[x]
L aF+2 7% 100mglJG] (xLa%> 7 LT 100me) s 2.7+1.2

(Mean=*S.D.,n=60)
(3) ERFREER CHESR S NIcMmPiRE
(@b EEF s ) IR
[ RERROEYZHNESEESREES 1 R I1 VEO—HREICONT (ERi24 2 H 29 H
HEREEHR 02205 105) ] TS,

LU Ay 75 100mg [JG) LEEREE, 7 nAt—N—iic kb zhan 1§ (Ll
3 7¢ LT 100me) BEMAETFICHEREEROES L TIEhREHARELIEL, &
BN EMENRE S5 A —5 (AUC. Cmax) 12oW\T 0%(EHIRREIEIC THEHRNIT 21T - 7255
2. log (0.80) ~log (1.25) OEEMNTH D . FRIDEVEHIEZMAER X,

(ng/mL)
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<EWENEE/ ST R — 4 >

HENFT A=Y

SENTA—Y

(#EAl. 100mg)

3918.6£1090.8

620.14+209.82

AUC .45 Cmax Tmax T
(ng -« hr/mL) (ng/mL) (hr) (hr)
YL ax>7sE
100mg TJG/ 4016.1£1102.7 | 624.14+£221.59 2.7+1.2 6.8+3.2
RHERIA

2.3*x1.1 7.4+6.1

(Mean+S.D.,n=60)

MIFP@ETOIC AUC, Crmax %035 X —5 |3, BREDER, ORI - BRSO
SRR IFIC & > TR D AIRENEDS 2.

<[FAEEDHIERER>
AUC 45 Cmax
2 "HADEIIED 2= log (1.0258) log (0.9974)
90%EHEXFH] 1og (0.9990) ~1og(1.0532) |log(0.9360)~log(1.0629)
(4) =1
FZHUER L

(5) BE - HAROXE
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(6) B&EH (REa1L—23Y) BRICKDHRUICENFABREEEER

ZHEER L

2. BYBRER/NS A -5

(1) BB 73E
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(2) RIEREELS
FZHEER R L
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(4) HREEEH
fRERARA S

Al

&5

Hm

BE5HE kel (hr!)

L a*> 78 100mg
[JGJ

1 8%
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s 0.118£0.0042

B)YTUPSVA
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(6) PThBE
B) a2

(Mean=*S.D.,n=60)
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VI Z2t (EAEOERSE) [TBEd2IEE - 7. HEfFA] DESR

(3) VIEEBMRDEERUZDIS
FZEER L

(4) KB DFEEDEERULLR
B2 L

(5) EEABHMDZEERI/ NS X -5
FZABERR L

6. ittt
(1) HEHERGI R U
B2) =2V
(2) HEitttER
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9)sB+/\BEBHAREFF#HE C-3008 (2021). BEJIEE
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YL aF2 78 100mg [JG) OAMFRIEE MR
11)Sakai, M. et al. : Mol. Hum. Reprod. 7 (6) : 595 (2001)
12)Takahashi, Y. et al. : Am. J. Physiol. Regul. Integr. Comp. Physiol. 278 (6) : R1496

(2000)
13)Knoppert, D.C. et al. : Pharmacotherapy 23 (1) : 97 (2003)
14)Hale, T.W. et al. : J. Hum. Lact. 20 (4) : 397 (2004)
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(2) 24w
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C
FDA : Pregnancy Category (D : from 30 weeks of
gestation onward.)
ADEC :
(An Australian categorisation of risk of drug use in B3
pregnancy)

ZE | HEOBE

FDA : Pregnancy Category

C : Animal reproduction studies have shown an adverse effect on the fetus and
there are no adequate and wellcontrolled studies in humans, but potential
benefits may warrant use of the drug in pregnant women despite potential
risks.

D : There is positive evidence of human fetal risk based on adverse reaction
data from investigational or marketing experience or studies in humans, but
potential benefits may warrant use of the drug in pregnant women despite
potential risks.
< https://www.accessdata.fda.gov/drugsatfda_docs/label/2019/020998
s054lbl.pdf > (2020/3/12 77 &)



ADEC : (An Australian categorisation of risk of drug use in pregnancy)

B3 : Drugs which have been taken by only a limited number of pregnant women
and women of childbearing age, without an increase in the frequency of
malformation or other direct or indirect harmful effects on the human fetus
having been observed.

Studies in animals have shown evidence of an increased occurrence of
fetal damage, the significance of which is considered uncertain in humans.
< https:.//www.tga.gov.au/prescribing-medicines-pregnancy-database >
(2020/3/12 77 £ X)

(2) /NRITBET 2¥BIHEH
FHCH T LEMALOER VNREADKRS ] ODHDLHIUATDOLEED THO ., KEDRNM
NENRUEED SmPC &I387%2%,

(EALDFET] INREADES]
EHARER, AR, AR SR NRITHT 2ZEMIHETZL THRW, (RN, )

Hi B SLENE
KEDOWTXE | 8. USE IN SPECIFIC POPULATIONS
X1
(201945 A) 8.4 Pediatric Use

CELEBREX is approved for relief of the signs and
symptoms of Juvenile Rheumatoid Arthritis in patients 2
years and older. Safety and efficacy have not been studied
beyond six months in children. The long - term
cardiovascular toxicity in children exposed to CELEBREX
has not been evaluated and it is unknown if long-term risks
may be similar to that seen in adults exposed to CELEBREX
or other COX-2 selective and non-selective NSAIDs [see
Boxed Warning, Warnings and Precautions (5.12), and
Clinical Studies (14.3)).




tH e SLEANE

KEDHMZE | The use of celecoxib in patients 2 years to 17 years of age
(2019 & 5 H) *! | with pauciarticular, polyarticular course JRA or in patients
with systemic onset JRA was studied in a 12-week, double-
blind, active controlled, pharmacokinetic, safety and
efficacy study, with a 12-week open-label extension.
Celecoxib has not been studied in patients under the age of
2 years, in patients with body weight less than 10 kg (22
Ibs), and in patients with active systemic features. Patients
with systemic onset JRA (without active systemic features)
appear to be at risk for the development of abnormal
coagulation laboratory tests. In some patients with systemic
onset JRA, both celecoxib and naproxen were associated
with mild prolongation of activated partial thromboplastin
time (APTT) but not prothrombin time (PT). When NSAIDs
including celecoxib are used in patients with systemic onset
JRA, monitor patients for signs and symptoms of abnormal
clotting or bleeding, due to the risk of disseminated
intravascular coagulation. Patients with systemic onset
JRA should be monitored for the development of abnormal
coagulation tests [see Dosage and Administration (2.4),
Warnings and Precautions (5.12), Adverse Reactions (6.3),
Animal Toxicology (13.2), Clinical Studies (14.3)].

Alternative therapies for treatment of JRA should be
considered in pediatric patients identified to be CYP2C9
poor metabolizers [see Poor Metabolizers of CYP2C9
substrates (8.8)).

%1 : < https:///www.accessdata.fda.gov/drugsatfda_docs/label/2019/020998
s0541bl.pdf > (2020/3/12 727t A)

tH e SLEANE

REDRMIE | 4.2 Posology and method of administration
(201957 R) * Special populations
Paediatric population
Celecoxib is not indicated for use in children.

% 2 < https://www.medicines.org.uk/emc/product/5533/smpc > (2020/3/12
77 1R)
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