2023 £ 10 AKET (567 hR)
BARERRSTERS : 872171

E X & 4 Vv %3 FE 12— 27 #4# — A
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I. BEICEYTSEE

1. FAROEE
AFNE, PV B EHNEY & T D EMERGGERTH S,

VX E—NBBTHD V7 ) AEF, L 3SR S N %R ER M & U TR 2B L,
B R OGAER FiE 25, BEMRBREZ ML, 1974 4 4 A 13 HIZARZ IS, e BsE L.
Z D% 1981 4 8 A 31 HIZHARILEL S -,

1978 423 A 24 A, % 14 WERKML TG RENALR S, 7 7 AEE DOE, wEbE (B
HE MR R R BEE R MM R B BIRAE MR LR R . DAEZE, 9 > ML A4S B80T
THHAMEREO LN b D) EHESI,

1998 4= 3 H 12 A, EFEMFHIFERENAR I, 7 7 AT T8E (A AGRFHO—H L4
B AUTIRGIES 14 5505 2 HA S GRKRIEGFH) OVnTRICHZY L2V L ORRES,

FDH%, 2004412 H 1 B X AETHRNSHNIGE ZBIE LT,

R D72, 2006 48 A 9 BICHE4 % [V 7 /) A D [V 7 7 AFER 10mg) (24
WORGRZMSFT, 2006412 H 8 HX W IRFE L7,

2009 6 A 1 B~/ a fEEASA T, A ZHET Y 7 —~vHASMICET LT,
201246 H 1 A, FETLY 7y —~HAE&T A E TSI a s, BERFETTS B E TR
REHITA S T,

EFEFEH D=0, 201244 8 H 3 HICIE4 % [ 7 7 AR 10mg] 75 TP ) X — /L%
R 10mgl HIE T ICEHEOEBAET, 201446 A 20 HHIRIE LTZ,

2. HA0BRFHEE

(1) AANL, PV TN 2GS LT 0 EBREERATH D,

(2) BERZAWER BEERE) & LT, SalEiRo®E b, mimn, /gl @BUE» s ST
W5, (ML 8. EIEM] DEZM)

3. HEOHFFHFE
R L

4. BEMERICEL TAMIRERHE

T B B b

RO T | A b BRE
RMP fiis

EMO Y 2 RAMEEB L LT |

IR S LT B b

Sl HEE A A F 71 > i

R B E i




5. REBEHRURE - A LOHIREIER
(1) RBEH

LR
(2) & - ERLOHREIE

Y L7

6. RMP D=
LR



I. &WICEYTSER

1. B5EA
(1) M4
B HXE—/VEER 10mg [H[ET
(2) ¥4
Dipyridamole 1.V. Injection
(3) &/FMDHERE
—RA LY

2. —i4
(1) M& (WwAE)
Y ZFE— (JAN)
(2) #4 (WaE)
Dipyridamole (JAN)
(3) RT L (stem)
ANBA

3. EEXANETRERX
feP

4. PFRRULSFE
7713 0 C2sHaoNsO4
T : 504.63
5. {E%¥4 (fifiE) XIEXE
{b%4 -
2,2',2",2"-{[4,8-Di(piperidin-1-yl)pyrimido[5,4- dlpyrimidine-2,6-diylldinitrilojtetraethanol
(IUPAC)

6. {BERA. fla. BE.
ez L

5&S



. HHEP BT SHER

1. MELEMEE
(1) %M - K
HEOORE S SUTAEREORE T, 2BV, BRITbTMNITEN,
(2) BFE
7 BBV AIIETRTL, AX = AT H =) (99.5) ITRREITIC <, KV F L
T—TIZIZ & A ETET 720,
(3) WiEtE
MUERR L
(4) AR (SRR, K. BER
Al : 165~169°C
(5) BRIGEBEMTEHR
MUERR L
(6) DERE
MUERR L
(7) TOMDERRIEE
MERR L

2. HHRSOEMEHTIZH T ZREM
LR L

3. BN OERBRERE. TEEE

(1) HERBHEBRE

1) MEERIC &2 2EOE
Az BRI IE N L, R ZINZ 5 & &, WITRRAaE 2T 5,

2) ERAN AT B E U
AELDRAH ) =)V ERERIRIZ D& | WAL MAVEHE L, REDANLT ML ERFOBI AR
7 MRS H L& TE DAY MVEREREO & 2 AIZFEEROIRE ORI Z 7D 5,

3) AN AT M VRE R
BALH U U LEERIEIC L VR ATV, KD AT MLV ERFOBIARY MLV E LT D & &
WH DAY N VIR O & Z AIZFREROEE ORI ZBD 5,

(2) ERBE

AL E TR
Kz A2 ) — /TN L. BERBR THET 2.

R



V. RAICEIYSIEE

1. #if
(1) FRORH
VISERER
(2) HFHOHBRUHER
MR 7e4 DU X E—//LFRER 10mg [HET]
HIE - PEIR ARMEESA » A O
pH 2.5~3.5
%1% 1+t 1 (EEAEERICRT3 2 k)

(3) #@Ala—F

L7
(4) HEOWHE

(MV. 6. BAIOKFESEI TR HEEME] OESMH)
(5) Zoft

PASEE & 2D

2. RAEDOHER
(1) ARRS EERD) OFBRUTFNA
Wk 7e4
A2k Sy

YU FE—/LERHER 10mg [HIET
1% (2mL) 1 YEU X E—/ 10mg

TINHI HibF hY oA 3mg, e LT Y a— 20mg, 7o) MY ©AKRD
i % Omg. pH A

(2) EREZTORE
B R L

(3) 8=
B R L

3. BNERROHEBRRUVEE
PAROSA

4. Al
FARANA

5. AT ZARMD B ZKMEY
AR L




. HEAOBEBEEFHTISBT S RER"

A Bk
OVE Y XE— UEFER 10mgl HIEE T IERER (40°C, 75%RH) [ (7 > 7 ek ]
HIEE B 2w b PRTFI
<S> F B AR 1% A 3% A 6% A
PER DPOTO2 | A o o o
< FHE AL A O VSR >
pH
DP0702 2.6 2.7 2.7 2.7
<2.5~3.5>
e (%) ¥
DP0702 104.3 103.3 102.9 103.0
<93~107% >
¥ BRARRICHT2EHE (%)
7.

ARERUBREOREL
A L

8. tuFlNEEEL (MELFHEE) ¥
AEDERICEAT 5EE

KRIET, KA OYEYLZERZEMEICET 21F R TH Y . Al LA L THEM LICEROAZRME - 2t

WZOWTOFEMIZFER L TWRV, £, BE LB oM b2 Z EIZ OV TR L T
VW, AREIZMA EELS U CHERHT 2821, SERFAOWMCEEZER L, T 52 &,
(1) pH Z#hRABR

@ v FE— LEER 10mgl HE T ® pH £k
0.1mol/LL HC1 (A) mL
okt £ pH & pH BaEFE 5 AT R
P 0.1mol/L NaOH (B) mL P 7R =
vEUFE— (A) 10.0mL 1.19 1.68 —
A 10mg 2.87
THET) (B)  0.5mL 4.94 2.07 ERERY I
CEVSHE—IILEITHE I0mgBEIID pHEEIR 7 —IL
pH 1 2 3 4 5 6 7 8 9 10 11 12 13 14
—D @— EHEILER
1.19 2.87 4.94
(D0.1mol/L HC1 4% & 10.0mL

®0.1mol/L NaOH ¢ # £: 0.5mL



(2) BLAZEILRBR
DY A E— LR 10mgl HIET]<1% (2mL) > & &k OiS
B (BLA M OBRESM) - |IR (26°C), ENHEOE T

INESTE (B
Eﬁiﬁ%g gﬁf SR ERTE BIAES | AWML | SERML | 24 BRI | 48 BRI
KEAERTE F181 HERBOWE | EEOR| Bk OWR | BB O | Rk DR
(500mL) pH 4.28 4.29 4.30 4.34 4.31
<A > FEAFR(%) 100.0 100.9 100.9 99.0 99.5
KIZFEIR 5% F181 HERBOWE | EEOR| Bk O | B O | Rk DR
(500mL) pH 4.07 4.10 4.05 4.13 4.02
<7 RUBE> FEAFR(%) 100.0 102.2 100.9 100.3 99.6
v x-T3 & AS) HERBOWE | EEOR| Bk O | B O | Rk DR
(500mL) pH 5.03 5.05 5.02 5.07 5.01
<HERRI > FEATE(%) 100.0 101.3 102.3 100.4 100.8
M| s n8A Fse) FHRODWE | PR DI | Rk O | Sk DK | ik DI
?@ (500mL) pH 5.63 5.65 5.63 5.64 5.61
| <HERRER> FEA7 R (%) 100.0 102.2 103.4 101.6 102.7
Al | KN #iiz 3B =) AR OUR | AR OR | PRk O UR | PRk DR | Sk . DR
(500mL) pH 5.27 5.27 5.24 5.29 5.24
<HEFRFIR > P17 2(%) 100.0 103.6 101.1 100.5 101.9
NEa—/LR 45 ) RO | EiF RO | HE ik DR | Ek . DR | Rk DR
(500mL) pH 4.83 4.81 4.83 4.82 4.80
<)V h—ANNHEEEY .
PR FEAFER(%) 100.0 101.0 99.9 98.6 98.6
74— DiE s RO | FEiF O | HE ik DR | Ek . DR | Rk DR
(500mL) ) pH 5.38 5.36 5.32 5.39 5.36
<7 RUpEnEERe Y o5 i
s FEAFER(%) 100.0 100.8 100.0 98.8 98.5
7 U — R EE A =) AR DR | IRFREL DR | Ak L DR |k L DR |1 Fk . DR
7 | (500mL) <7 X /W - pH 6.74 6.71 6.71 6.74 6.71
é; b - EBRE - v x> P17 2(%) 100.0 108.4 99.0 85.6 63.7
> | INHY T 25 s181 REODWE | REEADOIR|EEADR | IRE B DR R E DT
2 (1003mL) <7 3 /F - pH 5.06 5.05 5.03 5.06 5.01
é b - EBRE - v 210> FEA72(%) 100.0 101.0 99.2 98.5 99.1
LU I /A =2 i) WHEB O | RO | DR | 3 DR IR E DR
Al | (908mL) <7 /- pH 5.25 5.24 5.21 5.24 5.21
b - EBRE - v x> FEA72(%) 100.0 98.6 100.5 99.4 99.5
KHAXEOHE>

14. BRLOIEE

14.1 EFIFAREOEE
CEY X VO FIEE I L VEAZIEEEZ LT VWO T, oA E ORAESIZ LA
WZ b, BT RUBRERK S HEGERZARETH D,

i) i

FAR/YA




10. B - A%
(1) FRIRELGER - BF. NEI’RKRLER - AEICEHATLHER
% LR
(2) A%
2mL X 50 &
(3) FPEEE
Y LR
(4) BROME
TN T A (EE)

1. FlREHSh S BME
AR L

12. T0H#
LR L



V. ARICEYSEE

1. BREXIEHER
PROE, OFFEEZE, Z oMot OREE, 5 o oA %

2. PDEEXEHRICEHET HFE
FEEIN TR

3. HERUHAE

(1) HZRUHAEORES
PEYFE—L L LT, EEEALE 10mg Z 1 B 1~3 [k 2 ([ZEARNTER 5,
el A, JERIC X 0 EEERT 5,

(2) HZRUHAERORTERE - B
Pl v/

4. AiERURAEICEHET SEE
FEEIN TR

5. ERERALAE

(1) BRT—a1vH5—o
Pl v/
(2) ERERZEEFER
MG R R L
(3) AERGERFERR
MUERR L
(4) BEEMEER
1) AREREERER
U ERR L
2) REHER
MR L
(5) #BFE - WBHFAR
MR L
(6) ARKMER
1) EARERE (—REARKRAE. FECEARERE. SARGELRRAE). RiER
—RARE. REFRFTREBRAROAR
MER R L
2) RBRFH L LTEREPEOABRNITEIE L-AE - HROBME
Y L7R0
(7) £t
Y LR

m

BT — 5~

<



VI. EMEBICEYTSEE

1. REPHICEAESSLEMX T EaMEF

Fruv P UERE. NI, OB IERREKIY., v a A —)L
HE  BEOD DIEAMOBEE « SRS, KFOBRMNLEELEZRTLZ L,
2. ¥BE#EHR

(1) fERERGL - ERFF

MIEF DT T 7 2 OFRIMER, IMEBE~DOEER Y ALZIHE L, igH 7T ) v BEs R SE5
Lk 0 EmE ETET D (RN GMEAT %), BTy ) Y
(2) ¥EDHEEAMNTHHEBRE

18.2 Hm/MR4ER

M IMRERERE « BE35RE R O RS2 O I/ MRS EE 2 Il 42 (73) 9. 6)
18.3 DERREBEA

ERFTTICEDLHN ATP BEOK TR OLG S hay R 7 OREZNELEZIEITS (o
;) BN 8)0

18.4 BEIARO M TR ERE/EH
HEAROBIMATE RO ELZMET S (I =FaT7Ev ) Y,

18.5 BRERRNEER

R 2RI L BIR AR S (1) 10,
(3) EFISETRRSR - HRISR
AR L

10



VI. EMBEICET HRE

1. mMPREOHTR
(1) ARLEDGOSRE
MR L
(2) BREBRTHRBSA-OPRE
BERERR N 9 12V B ) ¥ E—)L 20mg & HEFFIRINEE 5 L7256 SlITHBR~BAT Uiz, RN
24653 CHDHY GMEAT—4),
) ARFIOAEGR Sz A 1 BHEIX 10mg TH 5,
(3) &&EE
MR L
(4) BE - SfRAEOEE
(TVil. 7. MRAEAEH] OHEZH)

2. EMEERB/ITA—S
(1) BAHEE
MR L
(2) WUEETEH
MR L
(3) HREEEH
MR L
(4) YVF7S VR
MR L
(5) #HHEK
MM EE R L
(6) £t
MR L

3. BRE (KEailL—3y) @i
(1) A
KB L
(2) 155 A -5 EHER
KB L

4. R
MR L

5. 9%
(1) Ii&-kxESFE@EE

Pl v/
(2) miE-RAEEEIFEBYE

(TVIl. 6. (5) iEtw) OHESM)
(3) Ait~oBiTiE

(TVIl. 6. (6) #=Fhw) DOESH)
(4) HE~NOBITHE

MG RR L

11



(5) ZOMOBMADBITHE
DR L

(6) MMBEHAE
DR L

6.
(1) REEERURBER
FERBEDIT, VEV X E—AOE ) TN a CBAAKRTH D | 24 FEFRFIIIREMEITRD 5
T 1~3%DE ) 7 vy v VBRAENIRO LD Y GMEAT—),
(2) REHICEAET 58% (CYPE) OHFiE. 5%
AR L
(3) VEEEHNROERRUVZTDOEIE
MR L
(4) REVMOFHEOERRUEELL, FHELE
AR L

7. BEitt
BRI L

8. FSVARR—A—IZBHT S1EH
B R L

9. BMEICLSKRESE
R L

10. BENDERZETH8F
MR L

1. EDik
REER e L

12



VI. £t (EAELOZXESF) CEYHEE

. BEERBRETOER
EIN TN

5

. ERABLEDHERA

2.BE (ROBEIZIFBELLZIN &)

2.1 KH| DX LIEBUE OBEERE D H 5 B

22 75y (TTF ) AXy ) #¥EFoOBRE [10.1 2]

MEERIEHRICEET 5FE L TDOER
BES N TV

AR UVHEICEET 58 L TOER
BEEN TR

. BEEGEFNIE L ZOEH
BERLEAMIE

AIDORE O %2 G- O BEITARF Z BN G L2546, AFIOERNER S, BIERNRES
HBENNHLDOT, fFH LRV &, [13.1 2]
6.

BREDERZHTHEREICEHETSIE
(1

) BHHE - BIEESFOHLBE

9.1 AHHE - BEEZEOHLHE
911 {EMEDEE

FICMEER TSR ENnH D,
9.1.2 DHEEDSUMOEE
MERTIC L 0V IERAZ B SELIBENLNDH D,
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k74 Dipyridamole(Dipyridamole) injection, solution

FIFE « Bk | 10 mg/2 mL (5 mg per mL), 50 mg/10 mL (5 mg per mL)
INDICATIONS AND USAGE

Dipyridamole injection is indicated as an alternative to exercise in thallium myocardial perfusion
imaging for the evaluation of coronary artery disease in patients who cannot exercise adequately.

In a study of about 1100 patients who underwent coronary arteriography and dipyridamole
injection assisted thallium imaging, the results of both tests were interpreted blindly and the
sensitivity and specificity of the dipyridamole thallium study in predicting the angiographic
outcome were calculated. The sensitivity of the dipyridamole test (true positive dipyridamole
divided by the total number of patients with positive angiography) was about 85%. The specificity
(true negative divided by the number of patients with negative angiograms) was about 50%.

In a subset of patients who had exercise thallium imaging as well as dipyridamole thallium
imaging, sensitivity and specificity of the two tests was almost identical.

DOSAGE AND ADMINISTRATION

The dose of intravenous dipyridamole as an adjunct to thallium myocardial perfusion imaging
should be adjusted according to the weight of the patient. The recommended dose is 0.142
mg/kg/minute (0.57 mg/kg total) infused over 4 minutes. Although the maximum tolerated dose has
not been determined, clinical experience suggests that a total dose beyond 60 mg is not needed for
any patient.

Prior to intravenous administration, dipyridamole injection should be diluted in at least a 1:2 ratio
with sodium chloride injection, 0.45%; sodium chloride injection, 0.9%; or dextrose injection, 5% for
a total volume of approximately 20 to 50 mL. Infusion of undiluted dipyridamole may cause local
irritation.

Thallium-201 should be injected within 5 minutes following the 4-minute infusion of dipyridamole.

Do not mix dipyridamole injection with other drugs in the same syringe or infusion container.

Parenteral drug products should be inspected visually for particulate matter and discoloration

prior to administration, whenever solution and container permit.
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Drug Name Category
A=A NT7 VT DIA dipyridamole B1
(2021 4 4 H )

BE O
A=A NZ U7 D54 (An Australian categorization of risk of drug use in pregnancy)
Category B1 :
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 not shown evidence of an increased occurrence of fetal damage.
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