100CDR0O2003_CoPlavix

MEBZAFESERY ©
Center For Drug Evaluation

©

PARBFHET L EERETTH

v i g4z 75 F /100 E R
(CoPlavix® film coated tablets 75mg/100mg)

FEPHTREL

FTRE R

DGR AEMERLE PG AL

LA CoPlavix® | = 4 | clopidogrel 75mg + acetylsalicylic acid 100mg
WE A PHRETAH
PREFATRE]HE P PRELGELS?
Wafk=ri> EFRsHEs
7 AR A A clopidogrel 75mg + acetylsalicylic acid 100mg film coated tablet
B Y i R p a2 clopidogrel 2 ¢ fig kA (ASA) o 13RI B0 7%
BEF #hd L 7 % CoPlavix-CoPlavix 2 - 87 < # £
e b EY o TG TR Lo Eo
1. ?ESTfiPﬂi%'f“*%'Wi(lvf;*-fi'r*"»:é Hfe2bQ A E
VUL R )0 ¢ R GA FRERA A Iim)%‘w*w_»wr
B e
2. TR R RIS 2 ST B 2 ehk B vl o
A FFT R et
R Ts 22 o AT & p Al (1) - s 75mg/l00mg - % - =
(2) %~ &£ : 75mg/100mg
R # I 6 I*ﬁ ' Fe Fud -] 45 A (antiplatelet agents) 2. IR 7 & 1 R E
1. A LS gepr 2 (5 (e 3B Y p 172 acetylsalicylic
aC|d (4= Aspirin) & & i€ * o FACgE AL Ao~ AL R xS
Hrzo pHp o (3n e Plavix &/ %2 % - 38)
2. e givz FPF o (PR EF fos il E) @
Recip 4 BF o ek OB 7 o o0l IR o (Gr:
e Plavix b2 % = 30 e f {8 ¥7 acetylsalicylic
acid (4w Aspirin) & & sk | 2 Aot )
M EFF R L% &
B p R R ae | PSR AIFTATE
EIFTRTE
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FEPHERERL AL

FEFP
1 2% %3 & 3k & s 24 (clopidogrel 75mg  ~  acetylsalicylic acid 100mg )
2 H o

2. 3@%%%&% GHER I FAT A

® LAAFHTLEGAFIH-E D ET 20 o

® d Study BDR5000 # Study BEQ10600 = #= 7 e % ¥ 4> & & CoPlavix ®
(clopidogrel 75 mg/ASA 100 mg) 22 i W ¥ = § # §4p % 4% o

4, ko E  RAI X RREFHR

5. Mixirlf [ ARREREiR* » PR @ 2a @2 EE MK BT RER
7 i A R
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P 2
AR N A 2

1

et CoPlavix Plavix Aspirin 100 mg
Film-Coated v -
Tablets 75mg (5 445%)

(% 19%)

i & i»/% & | clopidogrel 75mg + clopidogrel 75mg acetylsalicylic
acetylsalicylic acid 100mg film acid 100mg
coated tablet

MAE E | A R L L)

ATC 75 BO1AC30 BO1ACO04 BO1ACO06

fFa FF¥ | P i 4% clopidogrel 2 ¢ fig =
@Rk | KPR (ASA) jsi 14 TE 1 650k
REE Egd :}rﬁ'&? %4
CoPlavix - CoPlavix & - &% =_
HE L BT TR
2o EF
1. 22STER P22 E B F R
(P s BR 2 QA3
L E) fREXEATRE
AN Rie el A R
X,

i
2. 7 4% i fRAIAR 2 ST
'F)’L\__P =l :rf’]% ,ri,;; gfu*{%fﬁ:’ A

o EFE | Rt

?
e

RERAS | L A o A AR e R L

i i B ié 31 1 p ¥ 22 acetylsalicylic
acid (4= Aspirin) & & @ * o Z 3%
LR A~ L3R § e
Z papo

?
e

2% x e g v AP E (D
A AR o T R)A
Pediops A o ok QB 7 o F T
T RELP D pE R o
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FE & 2

EESEE | B i 56 39.7~56 0.37~15
7 Hi=3%k | 75mg/100mg - % - =X clopidogrel =& 2% % & & p 75mg >

— X — = o

2R ST Bt H 2 5 g (7
R 2 fr2t QL Al i &)
hfs 4 > %4 clopidogrel loading
dose 300mg - z_ {5 & % %% 75mg >
i e FEPR* ASA 75mg-325mge - %
- = o fed T F AE I ASA F At 5l
2w B o ER ASA FHIE A T
4 1 100mg -

BSHRT G YT

e

-

=+ F A2 3 B * :5040 3 B * :3606~5040
¥ 9 % » :15120 9 % * :10819~15120

2o LEFEPPERERZ B HER

BATI iR R

£+ PBAC

ZRC o PR TA Z B
1. £ %<z (acute coronary syndrome) » & 7 < iuif &
( myocardial infarction ) £ 7 #& =+ % (unstable angina)
2 NAAB R Pk i kR R L BT
(prevent early and long-term atherothrombotic events ) ;
2. * At HEE A M Mg 2 05 (treatment following cardiac
stent insertion)
3. ¥R aspirin § -« K4k i F 25 ¢ (history of symptomatic
cardiac ischaemic events ) =12 JF,Z 1N v NSRS N s e
s KF AR o

# R NICE

B ++ clopidogrel & & aspirin & * £ 3%

L optencs HAKBAGHER G B P> 5§35 1.5%"
23 # Lg% > ¢ * clopidogrel 300mg s kAl £ o £ &
aspirin

2. ok PRI 24 L PEN R LA BRI 8
K (PCl) & 25 # Lopeyp b o

3. M A EF L A ST £ HAld s iyt @
clopidogrel & & 4| & aspirin # Fis% 12 B * > 2 {5 *
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HTA_Report_2011025h

[ Ffid bz (CoPIavix® film coated tablets 75mg/100mg) ]
? # ?;l#i’f—|

FAER HEE SRS < FEPRER L
FEx=>ph: AWK 100 £ 3 % 25 p

1:'-1«

FE AR ERS S d FEPLRLTFHA > TIATELTHALRL S
LIRS U F R TR F AR S ot e A R B ARAL o F E PG
B2 KAEw AR R FRE éﬂ'?%ﬁ?*ﬁ?}i:}itiﬁ% E S
%°ptf—%i~mw~“ﬁbﬁﬁﬂmf%ﬁﬁ¢r%ﬂ’%@¢<f&w
Ao o (FEPRFRE) X Aot FA5  HXWRF v P L RE R A
SRNZATFEPRSHY R R F R LA (5 FETRA AP H T
> ARF A rﬁrﬁti)ﬁiﬁﬁ?mﬁfimm% MR l“*mAHfré{ﬁ (7
ﬁu\ﬂ;’» ) MIFL AANPRERGES | LFRESLE AL SL o AFLPF
TR LR L L e KERRT o CERL BRI l*%«i’ﬁﬁﬂh*}‘? %
d?ﬁ%aﬂaw

<k

AR R AR FEREER R A Y R F R
f%iéifé~3$%—'éi"$ﬁif€§’ R BR R L R ﬁ-}ﬁﬁ%&%‘%‘%&iédﬁi
ik —F;_\,)g—,,g@rﬂaﬁ,% g\‘g);;pgh P BV B AR A o ¥V ALY
2 7%%%£m¢ﬁi’”ﬁff*¢d?4ﬁ”mﬁ’ﬁjﬂﬂﬁﬁwa%
Rk R e Hy 0 RS TR F G £ B AR % -

=~ ARISRRIT [1-6]

&% <z (acute coronary syndrome, ACS) & 7z 7 #& % |+ % Jf (unstable
angina) * & 4.9 3 (acute myocardial infarction, AMI) » 3 & §_d 35k & 9%
= F P OWCFIE AT IR (atherosclerotic plaque) gy 0 SlAca F R IRRF
BB o S HGRA RO FIEL 515 S ) [ETE R B R i 51
Uil ¥ o

Tkt L R RF TRk~ L >« LW (electrocardiogram, ECG) £
gk 4 it 4p 4% (¢ 4 myocardial creatine kinase methyl bromide [CK-MB]
isoenzyme, myoglobin, and cardiac troponins) £ Ap kit A B R LB (T L B YT o

AMIgs A s TS > 7 ma 55 & @STEH = (ST-elevation) = #f
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Al A IR o HESTER F 2 i B w el & (ST-elevation myocardial
infarction, STEMI) » a2 F & 4R fh o O 5 1 > ¢ 48R ¥ b 273 RS &
shm iR v g SR B % 4~ (5K (percutaneous coronary intervention,
PCl) o &2 7 Bl 5 2:STE 2 eng el & (non-ST-elevation myocardial
infarction, NSTEMI) » & ek R & PR P 5 o 2> 2 AR DR B RER o

o ACS § i mé%# W2 ¢ 3% B-blockers ~ nitroglycerin ~ 4F & + re g7
renin-angiotensin-aldosterone % stdrd|#| ~ fin ] K E F ~ e fE R f}i#
glycoprotein lb/I1la $#r ]3] % x &,p [ERE AP 8 ¥ AR *“%ﬁ“ﬁk (Y
o RIPRR L E R SRR B0 SN ey g RE ek & )E'“
SO R VRN (S IR ORI - A £ O

AR REEN AR KPR [7-9]

Clopidogrel z-
blood forming

agents/antithrombotic

ATC code % BOLACO04 > 4p I #f %] 2. % == » ( BO1AC blood and

organs/antithrombotic
aggregation inhibitors excl. heparin) 4= %

agents/platelet

ATC code > LA ATC code > LA
BO1ACO01 ditazole BO1AC13 abciximab
BO1ACO02 cloricromen BO1AC15 aloxiprin
BO1ACO03 picotamide BO1AC16 eptifibatide
B01AC04 clopidogrel BO1AC17 tirofiban
BO1ACO05 ticlopidine B0O1AC18 triflusal
BO1ACO06 acetylsalicylic acid BO1AC19 beraprost
BO1ACO7 dipyridamole B01AC21 treprostinil
BO1ACO8 carbasalate calcium BO1AC22 prasugrel
BO1AC09 epoprostenol BO1AC30 combinations
BO1AC10 indobufen BO1AC56 acetylsalicylic acid

and esomeprazole
BO1AC11 iloprost

q-EL F":’ W"i %‘%*"

Fe e 0 7 clopidogrel |

XNz B 2] BIF 25

\jr@fi“ Cog Mg 4 7 b o~ e B A B R Lé‘gf-;}igﬁﬂi;?;{ﬁﬁ%m

1“}13‘5475,‘5 v}};%i (4 :uﬂfb’}{%\t‘)}a‘\ﬁw *L?}%%jlkm}"*« )
cif 4 o 22 aspirin B fF 2L ST L A2 F P oy (A R g ot
/ﬁsi'\*”“ﬁ%)'}}%&( TG TREIRA LR lv"f»ﬁ)"fpmﬁi) /7*\

IR E F 2 o & aspirin H * ¥ #

4 o fr g Tclopidogrel ; 2 Taspirin ; 2

21 F\ ﬁilr,)%‘rﬂs-r_ﬁ;l——l7 3:}4—,»5»1_,*{%}}%
HEHEAE S o



http://www.thrombosisadviser.com.tw/scripts/pages/zh/_global/glossary.php#glossary-myocardial_infarction
http://www.thrombosisadviser.com.tw/scripts/pages/zh/_global/glossary.php#glossary-myocardial_infarction
http://www.thrombosisadviser.com.tw/scripts/pages/zh/_global/glossary.php#glossary-myocardial_infarction
http://www.thrombosisadviser.com.tw/scripts/pages/zh/_global/glossary.php#glossary-myocardial_infarction
http://www.whocc.no/atc_ddd_index/?code=B&showdescription=yes
http://www.whocc.no/atc_ddd_index/?code=B&showdescription=yes
http://www.whocc.no/atc_ddd_index/?code=B01
http://www.whocc.no/atc_ddd_index/?code=B01A
http://www.whocc.no/atc_ddd_index/?code=B01AC
http://www.whocc.no/atc_ddd_index/?code=B01AC
http://www.whocc.no/atc_ddd_index/?code=B01AC01&showdescription=yes
http://www.whocc.no/atc_ddd_index/?code=B01AC13&showdescription=yes
http://www.whocc.no/atc_ddd_index/?code=B01AC02&showdescription=yes
http://www.whocc.no/atc_ddd_index/?code=B01AC15&showdescription=yes
http://www.whocc.no/atc_ddd_index/?code=B01AC03&showdescription=yes
http://www.whocc.no/atc_ddd_index/?code=B01AC16&showdescription=yes
http://www.whocc.no/atc_ddd_index/?code=B01AC04&showdescription=yes
http://www.whocc.no/atc_ddd_index/?code=B01AC17&showdescription=yes
http://www.whocc.no/atc_ddd_index/?code=B01AC05&showdescription=yes
http://www.whocc.no/atc_ddd_index/?code=B01AC18&showdescription=yes
http://www.whocc.no/atc_ddd_index/?code=B01AC06&showdescription=yes
http://www.whocc.no/atc_ddd_index/?code=B01AC19&showdescription=yes
http://www.whocc.no/atc_ddd_index/?code=B01AC07&showdescription=yes
http://www.whocc.no/atc_ddd_index/?code=B01AC21&showdescription=yes
http://www.whocc.no/atc_ddd_index/?code=B01AC08&showdescription=yes
http://www.whocc.no/atc_ddd_index/?code=B01AC22&showdescription=yes
http://www.whocc.no/atc_ddd_index/?code=B01AC09&showdescription=yes
http://www.whocc.no/atc_ddd_index/?code=B01AC30&showdescription=yes
http://www.whocc.no/atc_ddd_index/?code=B01AC10&showdescription=yes
http://www.whocc.no/atc_ddd_index/?code=B01AC56&showdescription=yes
http://www.whocc.no/atc_ddd_index/?code=B01AC56&showdescription=yes
http://www.whocc.no/atc_ddd_index/?code=B01AC11&showdescription=yes

100CDR0O2003_CoPlavix

HTA_Report_2011025h

4 B clopidogrel £ aspirin (ASA) ¢ * H B > &4 Plavix®eir H
clopidogrel siez & & & 52 * P 75mg> — % — =X « {3 2L ST R+ 22 L M 5w
(7 f& Tt 307 fr2 Q Al 7T & ) £ > %4 clopidogrel p loading dose
300mg B 4 0 2 {6 & % L% 75mg 0 & PFPR* ASA 75mg-325mg - % - = o
ed >3 AESDASA F A sldedin Brg 0 23k ASA eh# £ 7 ¥ 421F 100mg -

P 99 R T > i %k ¥ 56 2R 2 Clopidogrel (4e Plavix) 2 7
TH T AT L

LorGgg g 4 0 b~ v & kB B A g R B AT T 4
T RETAEEZ - T;‘ iz * o (90/1/1 ~ 94/8/1 ~ 96/10/1)

(1) %t acetylsalicylic acid (4 Aspirin) g 47 °

(2) T ¥ #rFE %5 acetylsalicylic acid (4r Aspirin) #7 3 3% 2 i 1 [ %3 &
gL TR FRREAPFLER

(@) BiT- EPTRALEF LS IRF R F RS T P TR
28 gk R R

Q) Bif- Ep Gt EPARAERAS Y PP EXEBIR AR L
TS g T Im L o FOTRRIM L AR S
iy ILLEXJD% ‘¥ B PF R o fe tacetylsalicylic acid & ;2 w2 » ¥ £ 85k

LR PN ARBS Y X ER R A (AP R TR R

EHSEDFHAZRE) 7 a2

2. & A A % AP 2 Lk (531 0 18 2 acetylsalicylic acid ( 4r

E g i
Aspirin) & H g * o FAE AL A or L EE A E g gl e

3_ # "”‘Q ;?H;‘? L}'};ﬁ*‘lu[i (Z%% r’:"l\_.‘”\‘)? ‘ff’lugm‘fi%) m ]/EI_‘F;DL_’,;‘J}I%'{
pF > {8 27 acetylsalicylic acid (4cAspirin) & & 5% o &E9B P o E%%?:Jgs
B A fapr il o
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SRR EE (3 RTHHR)

% i F2 P
# & NICE X 2011 & 3 * 17 p 2+ % & " clopidogrel ; 2 T aspirin |
4 £ 4 CADTH T HEA N EBEF g (ACS) & il B

(MI) s & 2350 4 o 25 £-4F "clopidogrel ; =

Caspirin ; = 5= & % 2 jp M RILIREEIR L o

( NICE: December 2010; CADTH: August 2010 )
12+ PBAC March 2009, March 2010

H 1. Cochrane
2. EMA

(=) &~ 5B

X 100 # 3 % 17 p 2k » 4c £ % CADTH -~ & & NICE/CRD/SMC 354
% j& "clopidogrel ; 2 Taspirin, B & # &4 > * &M% < (ACS) &
AU (MI) T B2 3FmdR4 /2 PBAC * 2009 # 7 " ehdk | 3k "7
2k < §¢ "clopidogrel ; 2 Taspirin ; 7 <& £ 4F > 2 # 4 4o CoPlavix®
(Sanofi-Aventis) ~ DuoCover® (Bristol-Myers Squibb) » *2 % % 7 7] = (ki
A5 (e E B 4R 2 0 [10-12]

1 AR5 wm (el 2 e @ ) 2000 M & B r
L Hpengli e d v vn 2 2 (to prevent early and long-term
atherothrombotic events) ;

2. F G BELZER O~ iEis 2 o (treatment following cardiac stent
insertion) ;

3. @ * MAE aspirin FFE A FomA L SR F # s ¢ (history of
symptomatic cardiac ischaemic events) g, "ﬁ VI H U
FAE TS R R e

e = M523 44T clopidogrel ; 2 Taspirin j = H = & * »> £ %< (ACS)
B MI) B R AR o R 40T £ 2
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FLANE >

7 RAL

gk

i£4 PBAC
[13]

Clopidogrel #* **

e = AL F
24 -

1.

£ > ¥ RE 2 451352 3 clopidogrel 7
Ly asp|r|n Hor 12 7 R AN A R
ZTn g RE (drug-elutlng stent, DES) <
Ao BEARMOY IS 2 R PR ORTE R A A
dUIR o
2008 & Bowry & 4 1k st ;I;Jewé;? 3F 4 A
T % (7% PCI mﬁ«‘ﬁ » i * clopidogrel “c
_+ aspirin & ¥ fbié * aspirin > A F'F L7 4
BSRPREEE RENER GO R
e
BliE® ¢ 2 A YR i’a{w e f aspirin
z_ ¢t » g 4+ clopidogrel 2 =% & | 2. }%‘ &
iﬁ°$%%%ﬁﬁ A TIMI 2 & 45
( TIMI major bleeding, e ¢ b~ AR
Pl EREMEDR) m”é 4 Z b
KPP EFLRL A& DL 2 e (TIMI
minor bleeding, # 3= 8 x> IR 2 5
i dd %) o clopidogrel je g% /A ey
g g A K o
Clopidogrel % »x & 3 B
it et 7 4R 4 ko CYP2C19 A %1%
clopidogrel s <™ "5 4p B¢ > 12 IR ¥
clopidogrel §: »<+ & & 2 7 {5 ; 2009 #
Kimuraetal % < B3 20t fam | o2
R VA gl Wl -0 o7 g A R
SiE g &L 2S5 @ % thienopyridine 4z i
6 ? I & & F fpk sy o

—_ ¢ .
I =
SE

J_L;-"i-__
Flf_aﬂ-

# K NICE [14]

Clopidogrel =
modified-release
dipyridamole %
7 [# occlusive
vascular events
(OVES) = & 1
Tk fra &ox

S
=

NICE £ i ¢ IF & Tk & 73> 2 * aspirin
H o Eg oo 4200 1 OVES b % 2 5
ELPE 2 HE A AENEMES R
FONIRA P etk o BAEA < > NICE £
AR R GO o AR G o
OVEs ihh "G B2 SR H & A B fv = 5
oo H ik o
Ryp— 78 A Had 19,185 = 0 g

T' /T'éﬁ
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clopidogrel 75mg ¥ aspirin 325mg #3424 x
¢ Bk (ischemic stroke) ~ w34 % 2 % f &
%7 (peripheral arterial disease, PAD) 5
B OVES % & b " ch+ A% >
clopidogrel #3ff# OVEs * & » g2k 1
2oaspirin — $j x> B s HER G
EREMONICEZ R ¢ FHY 28 30i M
clopidogrel B~ & aspirin » % £ { * 12 3g |3
OVEs #2 3 #¥pehro @l F% > & @ aspirin
EFEANG g Na bR F RO
clopidogrel e -

3. f- FEXRFEA faE 20,333 20 vt g Boaspirin
z_*b > & 4c }+ clopidogrel £ modified-release
dipyridamole 2 v+ gz @ > “T i » g B
¢ 3% ischaemic stroke ¢ transient ischaemic
attack ;5 ¢ > 223 peripheral arterial disease
g« myocardial infarction ke REHREE AN
s+ clopidogrel # modified-release
dipyridamole plus aspirin { 7 %< » @
modified-release dipyridamole plus aspirin =
&5 $ clopidogrel § F % o
g MEHEMRE L BRI MAEHI AR
CADTHI[15] | mrazst e clopidogrel 1% % a5 # ¥ i = &If b 2 Tk
E R fasl tom A AP R S ATEFE R (TIA)
clopidogrel &2 # PR i@t fim [ in Kk (TR BFMEP b ez
= antiplatelet BIEG wf 22y B gq}s Fuim ey
agents »* (indication for anticoagulation) - ASA-ERDP
ischemic stroke (extended-release dipyridamole ) &t
£ transient clopidogrel eafé * 48% @& fek i s 2o H
ischemic attack # 3 = »dp5l ¢ &3] ASA £ # clopidogrel
FAAgn 7 &3k 18 * >t secondary stroke prevention o
¥tz - &3 |2 17 B3 B clopidogrel, ticlopidine, ASA,

[y gk=Y, S ol
AATEF 0 F 4R
clopidogrel &2
ASA H * pFa2_
Tk vk 2 i@

dipyridamole 2 ASA-ERDP =% 1 ¥4 R 37 %
A MEFE R B Rz MTC 5L g »
5 o 3z &% : clopidogrel, ticlopidine, 2
dipyridamole £2 ASA ship ¥t »c s & % & i
R ERE D R F A
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* FHE AL 3. @lir* = g :clopidogrel 22 ASA & & ¢ * J
B ARy i clopidogrel ¥ i * £2 major bleeds # 4p B
2 G i (RR 2.46, 95% Crl 1.15 t0 5.58) ; clopidogrel

R o (RR 4.08, 95% Crl 1.25t0 10.97) %2 clopidogrel

& * ASA (RR 8.78, 95% Crl 2.46 to 25.58)¢2
dipyridamole 4p $2 > £ # % -3 major bleeds 7
ip i o

HAEL AR LY D AN RS AY G
AP B i S AR I (R 0T R
T A Y R gm 4 0 & clopidogrel
22 aspirin & & @ * chaf ¥ RE) e

(z) 36 FHRE

1. Micromedex % Cochrane[16] 7 # &

3 100 & 3 17 p i+ > Micromedex 2 Cochrane ¥ #+ & 32 A % j&

"clopidogrel ; 2 Taspirin, B Z & ®4F > 2 p M FAHLZ ) H FAF 2
Ptk e (ACS) S iR (MI) i b2 B4R -

e *>Cochrane 42 £ ¢ > 3 j& Alessandro Squizzatol & 4 #£ 3¢ *+aspirin
ORE L R E AN o R R T AR R R RS
=iz 3r 4 T Clopidogrel plus aspirin versus aspirin alone for preventing
cardiovascular disease ; > #% 2002# % 2006%5"* 3 it m%ﬁ g2 ;’% ]
g Fu w fE 22 4 47 fstandard long-term  aspirin  therapy T 3% 7
clopidogrel ( "clopidogrel ; 2 Taspirin | = & = & #* ) g o

AR E R RypS BAESERES% C CHARISMA study @ #750 » £
A FEHELY /22 7 coronary disease * /¢ cerebrovascular disease % /
£ symptomatic peripheral arterial disease * . ¥ B o B2 A
FEs 3wt ¢ 0 2 &3 2 major risk factorsst 1 major and 2 minor risk
factorsz 3 minor risk factorsz_multiple atherothrombotic risk factorsz.
FRMEwa B R PR F I CURE study ® =74k » dhs A R L35 8
M 2 4 non-ST segment elevation acute coronary syndrome:i g, ﬁ o

FrRsd Fmishras &3 By @ § L2 1 CURE trial® » T35
#1000 4 ;59 7 > g 23w FREGF A > 27 ERIL0
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"

1_

& e 25 A ACHARISMA trial # > joaf e % R 7 = PP &g >
L3325 10004 a5 281 T ASE o F R EDF L 2 ERIEA
wFE o

] P TE‘—“J BEIRE IR G #5847 clopidogrel £ aspirini * > Ap g3t
asplrmﬁf B¢ * > ¥3tacute non-ST coronary syndrome 2, Jﬁ" B e
EFRERG ORAFES L FEEBR S - REae) - RS
F Iy (s o

2. PubMed [17,18]

% Procite7 42 & ¢ 2 B 425 [Clopidogrel ] and [ASA] and [ fixed dose
combination ] and [ effectiveness) & {7 433 » W4 JE - B ~ }gk
[ Comparing Two Antithrombotic Regimens (a leed-Dose
Combination of Extended-Release Dipyridamole Plus ASA With
Clopidogrel) and Telmisartan Versus Placebo ] % [ Fixed-Dose
Combination of Extended-Release Dipyridamole and Low-Dose Aspirin
Compared With Clopidogrel With or Without Aspirin] - 5 i
Extended-Release Dipyridamole£? ASA & * 2 clopidogrel +* fie 2_ 3% %% o

3. TGA [19]

** Therapeutic Goods Administration (TGA), Australiag L & > # j&
CoPlavix® (clopidogrel 75 mg/ASA 100 mg) 4 =] £ clopidogrel 75 mg
% ASA 100 mg - #2_ 4 §84p & 14+ (bioequivalence) & % ( TR T A
Z iy )e i 2% F kp A BIRs % - Study BDR5000 t Yo ih 41
i B e g2 X 3R 0 Study BEQ10600% f jh 121 i ik B e g < 32
—*‘Ff o d 3 % Crax * AUCES gtk > CoPlavix®4p 34>+ 3w H = 21t
Be90% G dE " R 0 A R Wt E AT w0803 1.252 B > Arau
CoPlavix®gs f & 5 = 4 2 &f4p % 1
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# = ~ Mean (coefficient of variation %) exposure of clopidogrel and its inactive

carboxylic acid metabolite after a single oral dose of CoPlavix® 75 mg/100 mg and
Plavix® 75 mg

BDR5000 BEQ10600
CoPlavix Plavix 90% CI | CoPlavix Plavix 90% ClI
Clopidogrel | Chax 2.49 2.23 0.94,
P (ng/mL) Not assessed (306) (255) 1.23
AUC Not assessed 2.74 2.72 0.92,
(ngxh/mL) (210)? (189)° 1.15
Carboxylic | Cmax 3042 2810 0.98, 3640 3590 0.96,
acid (ng/mL) (25) (26) 1.20 (30) (30) 1.06
metabolite | AuC 8059 8004 0.98, 9830 9860 0.98,
(ngxh/imL) | (19) (26)° 1.07 (25) (27) 1.02

90% CI: 90% confidence interval for the ratio of the two means (CoPlavix/Plavix)

=39

# = ~ Mean (coefficient of variation %) exposure of aspirin and salicylic acid after a
single oral dose of CoPlavix® 75 mg/100 mg and aspirin 100 mg

BDR5000 BEQ10600
CoPlavix | Aspirin 90% CI | CoPlavix | Aspirin 90% ClI
Aspirin Crnax 1492 964 1.41, 1580 1230 1.22,
(ng/mL) (26) (23) 1.69 (31) (35) 1.39
AUC 1131 1007 1.08, 1440 1300 1.07,
(ngxh/mL) | (16) (21)° 1.19 (24)° (22)° 1.13
Salicylic | Crax 4878 4189 1.12, 5390 5030 1.04,
acid (ng/mL) (14) (16) 1.22 (22) (21) 1.10
AUC 17791 17225 1.01, 21700 20900 1.02,
(ngxh/mL) | (32)® (30) 1.05 (29)° (28) 1.04

90% CI: 90% confidence interval for the ratio of the two means (CoPlavix/aspirin)
n=39, "n=37, °n=116, “n=111
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Van de Werf F, Bax J, Betriu A, et al, The Task Force on the Management of
ST-Segment Elevation Acute Myocardial Infarction of the European Society of
Cardiology. Management of acute myocardial infarction in patients presenting
with persistent ST-segment elevation. Eur Heart J. 2008;29:2909-45

Guidelines for the diagnosis and treatment of non-ST-segment elevation acute
coronary syndromes. Eur Heart J. 2007;28:1598-1660

. Anderson JL, Adams CD, Antman EM, et al. ACC/AHA 2007 guidelines for the

management of patients with unstable angina/non-ST-elevation myocardial
infarction

Acute coronary syndromes
http://www.mdconsult.com/das/pdxmd/body/237432519-3/1132355392?type=me
d&eid=9-ul.0-_1 _mt 6020102

Acute myocardial infarction
http://www.mdconsult.com/das/pdxmd/body/237432519-3/1132355392?type=me
d&eid=9-ul.0-_1 mt 1014233

WHO-ATC code http://www.whocc.no/atcddd
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10. Pharmaceutical Benefits Scheme (PBS) -New Listings and Changes 1 March 2010

http://www.pbs.gov.au/info/publication/factsheets/professional/2010-03-01-Updat
es 1 March 2010

11. Pharmaceutical Benefits Scheme (PBS) - New Listings and Changes 1 December

2009
http://www.pbs.gov.au/info/publication/factsheets/professional/2009-12-01-Updat
es 1 December 2009

12. Pharmaceutical Benefits Scheme (PBS) - November 2009 PBAC Outcomes -
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19.

Positive Recommendations
http://www.pbs.gov.au/info/industry/listing/elements/pbac-meetings/pbac-outcom
es/2009-11/a-positive-recommend

Public summary document- Clopidogrel hydrogen sulfate, tablet
http://www.health.gov.au/internet/main/publishing.nsf/Content/398FF75D96D7A
4F9CA2575E1001B1AB2/$File/Clopidogrel%20BMS%20& %20sanofi%20avent
15%20PSD%209-2%202009-03%20Final.pdf

Clopidogrel and modified-release dipyridamole for the prevention of occlusive
vascular events http://www.nice.org.uk/nicemedia/live/13285/52030/52030.pdf

Clopidogrel versus Other Antiplatelet Agents in the Secondary Prevention of
Vascular Events in Adults with Cerebrovascular Disease: Clinical and
Cost-Effectiveness Analyses

http://www.cadth.ca/media/pdf/481 Clopidogrel_vs_Antiplatelet Agents tr_e.pdf

Clopidogrel plus aspirin versus aspirin alone for preventing cardiovascular disease
(Review)
http://onlinelibrary.wiley.com/o/cochrane/clsysrev/articles/CD005158/pdf _fs.html

Diener, H. C., R. Sacco, and S. Yusuf. "Rationale, Design and Baseline Data of a
Randomized, Double-Blind, Controlled Trial Comparing Two Antithrombotic
Regimens (a Fixed-Dose Combination of Extended-Release Dipyridamole Plus
ASA With Clopidogrel) and Telmisartan Versus Placebo in Patients With Strokes:
the Prevention Regimen for Effectively Avoiding Second Strokes Trial
(PROFESS)." Cerebrovasc Dis 23, no. 5-6 (2007): 368-80.

Serebruany, V. L., A. I. Malinin, A. N. Pokov, and D. F. Hanley. "Antiplatelet
Profiles of the Fixed-Dose Combination of Extended-Release Dipyridamole and
Low-Dose Aspirin Compared With Clopidogrel With or Without Aspirin in
Patients With Type 2 Diabetes and a History of Transient Ischemic Attack: a
Randomized, Single-Blind, 30-Day Trial." Clin Ther 30, no. 2 (2008): 249-59.

CoPlavix®: Product Information (TGA, Australia). September 2009.
https://www.ebs.tga.gov.au/ebs/picmi/picmirepository.nsf/pdf?OpenAgent&id=CP
-2010-P1-06735-3

20/20


http://www.health.gov.au/internet/main/publishing.nsf/Content/398FF75D96D7A4F9CA2575E1001B1AB2/$File/Clopidogrel%20BMS%20&%20sanofi%20aventis%20PSD%209-2%202009-03%20Final.pdf
http://www.health.gov.au/internet/main/publishing.nsf/Content/398FF75D96D7A4F9CA2575E1001B1AB2/$File/Clopidogrel%20BMS%20&%20sanofi%20aventis%20PSD%209-2%202009-03%20Final.pdf
http://www.health.gov.au/internet/main/publishing.nsf/Content/398FF75D96D7A4F9CA2575E1001B1AB2/$File/Clopidogrel%20BMS%20&%20sanofi%20aventis%20PSD%209-2%202009-03%20Final.pdf
http://www.nice.org.uk/nicemedia/live/13285/52030/52030.pdf
http://www.cadth.ca/media/pdf/481_Clopidogrel_vs_Antiplatelet_Agents_tr_e.pdf
http://onlinelibrary.wiley.com/o/cochrane/clsysrev/articles/CD005158/pdf_fs.html
https://www.ebs.tga.gov.au/ebs/picmi/picmirepository.nsf/pdf?OpenAgent&id=CP-2010-PI-06735-3
https://www.ebs.tga.gov.au/ebs/picmi/picmirepository.nsf/pdf?OpenAgent&id=CP-2010-PI-06735-3



