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I. BEICEYTSEE

1. FAROEE
AHNL, RNT NI VEEEE 2 RS & T 5 CarHEHitERENR - i DR RIRIERI T h 5,
oy b—8g) 13, AT AT 7 —< RSt (B RPEIR G TS ) BRI ERE & U TR%
PAE L, B LR FEERE, ZEMRBREYE L, 19784 12 A 20 BIZAGRZ S L, 1998
HET7TH 10 BICHGE 2Bt Lz, CGRIEFE 645 5 (14249 H 13 B) 1T S E/&ARHEH)
1998 4F 3 A 12 H. ekl CEZVFFEm) ofEF, i (@A) ARBFHO {2 LT Rk
W14 550 2 THA WIS HREY LRV & OB RS R A2 157,
ERRFHBGIE DT, UL FORGEAER 1T 77,

HAFHEA A Hr5e44 [HiR7E4

200747 H 10 A NRF 2 VIERRYESE 40mg [ X A 2 —] o h— Vb
2009 4 8 H 6 HIZ, HARMEARIENR (O FEAME) « FLE), RAEME E=MESER) OZhEE ST E K OB
FVE R OV ENBIRR ST,
2011 4 10 H 18 HIZ, /NEDOZIEE X IFZh S BT~ 2 VL L OVH EANBINARE S vz,
2023 4 12 A 31 Az, HT AT 7 —< RS0 5 A B Lk B TR RE I S A 78 K38 A3 K Ak
S, BIETRRSHEN IR & Bl LTz,

2. HE0ARENENE

(1) AKFNZ, T8I VERE 2G5 &+ 5 Catr Pt AR « fE it DR BIBERICTH 5,

(2) ERZREIEHE LT, fERaEE, HEEENRESIN TS, (VL 8. (1) EXARREIWEH &)
HIGER ) DESM)

3. BROHFFENE
Krlz7e L

4. BEMERICEL TAMIRERHE

I B 5 B
S KT | A b B
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5. RBFHERUVRE - EALOKIRER
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I. &WICEYTSER

1. B5EA
(1) M4
R T RIVIEFRIESE 4A0mg [ 4 A 53—
(2) ¥4
Verapamil Hydrochloride Tablets
(3) &/FMDHERE
—RA LY

2. —i4

(1) M& (WwAE)
NRZ ORI VIR (JAN)

(2) #4 (WaE)
Verapamil Hydrochloride (JAN)
Verapamil (INN)

(3) RTL (stem)
FEPEBEA], T X VEFEK ¢ —pamil

3. BEAXITTERX
{bFEE R

4. PFXRUVHFE
43 0 CerHssN204 « HCI
5 491.06

5. {L%4 (ffk) XEXE
(2RS)-5-[(3,4-Dimethoxyphenethyl)methylamino]-2-(3,4-dimethoxyphenyl)-2-(1-methylethyl)penta

nenitrile monohydrochloride (IUPAC)

5&85

6. {ERA. jla. KBS,
Briz7e L
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(1) 9 - 1R
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(2) Bfafk

A X —)VIUTEERE (100) IR0 <, =& 7 —/b (95) UFEKFERRIZO0B T 07 <, KT
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(3) WiEtE
MUERR L
(4) AR (SRR, K. BER
Al 0 141~145°C
(5) BRIGEBEMTEHR
MUERR L
(6) DERE
MUERR L
(7) TOMDERRIEE
A 1.0g & Hr 72 (& B L CTmAEI L 727k 20mLACHHE L TR LU EI L 72RO pH 11 4.5~6.5 TH 5,

2. AR OEMEHTIZH T ZREM
LR L

3. AV OERBSBRE, EEE
(1) HeBaBrik
1) TRESOS
KREDKERIZ, T4 Fy FHREK S WHEMZ 2 L &, WRADWEEZET 5,
2) RSN RTAEIR O B i
KA ORI D E I ALY MVERIE L RO AT ML ERFEDBIART hLE LT
T HEE, MEDART MVEE—ERD & ZAIZFEEORE ORI AZRBD 5,
3) TRINRIN AT R ARIE R
WAL U 7 LEEFNEIZ L VR AITV, REDART MLV ERBDOBZRANT MLV AT 5 & &
Wi DAY R VIEE—KE D & Z AIZEEREDIRE DRI Z RO 5,
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1. #Ifg
(1) FRORH
kA<

(2) RHDONHER UtER

R 724 NRFNINVAGEFEESE 40mg T4 A 23—
@, - A RGO DPEABE
EAE : 7.4mm
NI JEX : 4.4mm
‘& & . 185mg
gl — K
t 325
(PTP)

(3) BAHa—F

(Mv. 1. (2) WHIOHBLL MR OESH)

(4) HFIOWE

(M. 6. WAIOF/HEM FITBIT 2 LZEN] DHESM)

(5) £t
Y L7
2. RADOHER
(1) FPES GEERS) OESERUFME
W 7E4 ARZ NI VIR SE 4A0mg [ X A 32—
GED % 18E : XTSI LIRS 40mg
TIET ALK, fmtra—A BLFX ATT IV U IRV T A BT
VN[Nl Fo oy HEEKF, Ak, e uAn—2 Em4s (X—LTPV) T
NI=ULhL—F

(2) EREFORE

DR L
(3) Wi
DR L

3. BABRADHEBKRUEE

BRI AR
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AL

5. BAY HEHEIED H SR
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6. HADEFEEHTICEITIREEY

(1) hmERER
ORFRINVIEEESE 40mg [# A 33— J#ERER  40°C - 75%RH [ ERE (PTP @) ]
RERIH B =N PRAFHART
<FRHE> FHe BH AL 1% H 3% A 6% H
VAD1
FER vaD2| A e e o
<Y e DWELR BE >
W DN BE VAD3
. VAD1
FREEEER (49)
<60 LIS VAD2 25~31 25~31 24~31 25~31
VAD3
VAD1
K45y (% . . . .
j;;pj;é VAD2 | 2.8+0.1%2 2.7+0.1%2 2.8+0.2%2 9.8+0.1%2
° VAD3
SR () ® VAD1 . . . .
o5 0 105.0% ~ VAD2 | 100.0+0.8%2 | 100.0+1.0%% | 99.7+1.1%2 99.9+ 0,472
‘ e VADS3
ML RRRIAT S EEE (%)
X2 EE S ERERFZ (S.D.)
(2) MEIEREDZENE
ORFRINVIEIEESE 40mg [# A 33— W@k 40C X, [ERLE]
AERIE H LRTFIIR
<JHHE > BHLAHF 3% A
Mgk e e
< st OB > R D PE A BE R O AEE
FREEEER (4) 94 16
<60 43 LA >
BAEE (%) 100 98.3
(EE) wE (kg) 7.4 7.9
ORI VIEFRIESE A0mg [# 4 =5 —) it 25°C - 75%RH O, B
ABRIE H PRAF IR
<K > BHARHF 3» A
Pedk e g
B T WD EE WD EE
AiEERER (4)) 24 19
<60 43 LAN >
BREE (%) 100 100.1
(%) wE (kg) 7.4 8.2




ONRF NI NVIEREIESE 40mg [# A 23—

MEAEE BREE 60 5 Lx-hr [ v — 1]

BRIE H T 5
< s> LR 60 77 Lx * hr
IE27N i . 5 .
< P R > R D FEACEE DA EE
ARERER (4))
<60 77 LA > 24 22
BAFE (%) 100 100.0
(&M WE (kg 7.4 7.6
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A L

8. fFlE NEELEL (MEIEFNEILL)
LR

9. Atk
MR L

10. F&H - 3K

(1) IBVFDELER - . NELERETRHR

Y L7
(2) aE
100 # [10 & (PTP) x10]
1,000 #& [10 & (PTP) x100]
(3) FPlEEE
L7
(4) BROME

PTP: RY vl v, 7TAI=UL{HE

1. BRSNS EHE
LR L

12. TOH#
LR L
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1. PEXEHE
BA -
OMNRMEAEENR (O EEARED - FHE), FIEME M)
OFLE, LAFEZE (B ZER<) . Z Do Rz LR E
INR

OBRMEAREENR (LFHNE) - &), FEAEME L= rEER)
2. PREXEIDRICEHETIIE

5.REERITHRICEET HEE
INREFEICAF 2T 256 DRFEONEIIGRICESE LIZEMNEE 5 2 &, BIEOKRED
HOGEE, ARENY X7 &2 LS EHW SN D5 EICOREET L L, [9.7.1 S]]

3. AERUVHE
(1) BERUVAEOHES
A
(R EIR (LDEHE - . RAEELEEEER))
NI NI VIR L LT, @E R 18] 40~80mg & 1 H 3 RN EE9 5,
RF, i, ERICE Y EEEET S,
CGRIDE., DFEE (SHHAZR<) . TotoRmELES)
NI NI VIR L LC, @E R 18] 40~80mg & 1 H 3 RN EE-9 5,
RE, AFR, ERIZ X EEHEET S,
/NI
(R EIR (LDEHE - . RAEELEEEER))
BE. NRIZE, XTI NERRE S LT 1 H 3~6mg/kg (7272L. 1 H 240mg &2 72\) %,
1 H3ENZATTROEKET 5,
2B, . ERICK Y EERET S,
(2) AZEBRUVHERORERE - B0
MU ERR L

4. AiERURAEICEHET SEE
FEEIN TR

5. ERERALHE

(1) BRT—a21\vH5—o
BRI L

(2) BEFEHR
BRI L

(3) HERBERFAR
M E R L



(4) BIEMEER
1) AREREERER
U ERR L
2) REMHR
MR L
(5) #BFE - WBHFAR
ZUERR L
(6) ARKMER
1) EARERE (—REARKRAE. FECEARERE. SARGELRAE). RiER
ARE. HERTREBRAROAR
MR L
2) RBRFH L L TEREPEOABRNITEIE L-AE - HROBME
Y L7
(7) =0ttt
T E R OVZE 3 B D S0 B I M U i A 255 D i I A D0 8RBT k37 2 A 2P 28 — R R PR B BR L2 5 ) CRie
BEINT,
AR Z I VBRI, I ORI O B 0T 2 e L, RO IO IR AE TR B A X
DL bIZ, LR OENLCAR LEROUER R 2R Lz 279,
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VI. EMEBICEYTSEE

1. REPHICEAESSLEMX T aMEF
Cat*FEHIPEARIEIR - MMM CREIGHRA] (7 = =7 x0T 2SR A DR TR A
TR BED D DB ORIEE « ZIRFIL, RFOEBEFIRLEZRT D &,

2. ¥BEER
(1) {ERERL - VEFBFF
NI IUVERRIEOERAB I, MasMNE CatOMENTEABLIEIZH-S< Car#EPifEITH 5 9,
(2) EDZERMIT SRR
18.2 KMEEMZEZ TS, DHEEZRETS
RF S IVIEERIE & B M DR BRI OB G L5 E . ME 2R 5RICHE F S8, DL R
R S5, ZOME, MEFENERB L, OHBREHEHEELIRISND 2,
18.3 BRBIIRCKRHOE ZILERT S
A X OO A X & W2 BRI I T bR ENIR & 2 o 8 S A% o0 BB — IR 14 RS 4 #10
L., MR EAHm L, R MLERTZ DT 5 007,
18.4 DR EBERETY
REAL, E I, SR O ML EERE Catt DfF(E, WMBEIDO AT 32— LT I I Ko THEE I D05
JaN ATP ORZIZHEAS DI OZEMEICH L, N7 8 VIEREIT 2 O~ OO ZEEF IR 1
WZHEBL L T2 IdI L, D Z2RET A2 20Ty MU X THEE I TS 9,
18.5 Ca**'MAZMA . MAEIKMEAETT
ELEy FERTHEORHOGEZ AW ERICHBW T, slow channel #i# % Catt DA % #l
T LEPHERENT WD, F7-. M X2 AWZERT, BICEEEEICHEN L TRESIRER
DENRIEH, RN ARIGH A LR S, BEREG A RBIES 2 91,
18.6 /ILT FLF 1) UPBRRIRIZ & ZEBRMUFBIRENH TS
18.6.1 1 XHH O Z W= ERIZCEW T, /AT R U COREEMEH ORI 512X - TE¥
SIS EEMESAR A R UTENCERT 5 12,
18.6.2 JFflkA X & HWW = EBRIC W T ESHIKIC L > THER SN OEMEIEO.LE L — R &2
XHE3 11)0
(3) {ERZRIERFA - Frisbs
MMERR L
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VI. EMBEICET HRE

1. MPREOHR

(1) AREFEMNGODRE
YR L

(2) BEREBRTHESA -OPERE
R T RIVIEREE 80mg AR 1 10 BICHEHRE OG- L2 E . tmax 1 2.2 FEfE] CTLAZ LRI
LT LTz, 7eds, BEG4#% 24 IS &£ CoMmEh iR E iR TimfE (AUC) 1 450.9ng * hr/mL T

boTc 13,
NT X IVIERIE 80mg O HiAlRE O HGRF DKM ERE ST A —H
tmax Cmax AUCo-24
(hr) (ng/mL) (ng * hr/mL)
2.2%0.2 86.2t8.1 450.9+37.3
(Mean=*S.E., n=10)
(3) thEsE
MR L

(4) BE - ftREORE
(Ivit. 7. MAEAEH] OHEBR)

2. EYEERB/INTA—S
(1) BeAHEE
FMEE e L
(2) BUIEEEH
MR L
(3) HREEEH
MR L
(4) YVF7I3VRX
MR L
(5) HHEE
MR L
(6) Tt
FMEE e L

3. B&EM (REFaL—>a3y) @&
(1) @A
YR L
(2) NS HA—L2THER
MR L

4. R
MR L
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5. 9

(1) itk -FeiBE P& @ tE
MUERR L
(2) Imi&k-fadkEaFE &
(IVIl. 6. (5) #fhw) DESH)
(3) Eit~DBiTit
(IVIl. 6. (6) #lta) DOHESM)
(4) HE~ADOBITHE
MUERR L
(5) ZofioBm~DBITHE
MUERR L
(6) MFEEAKEAE
Pl v/

6. fti

(1) REBLIRUCKBER
Pl v/
(2) REMICEAET 58% (CYPHE) OHFE. HEE
AFNTE L U THICHEESRE CYP3A4 T a5, [16.4 &)
(3) MEEGBMNROFTERVZTOEE
M ERR L
(4) REVOFHEOERRUELL., FHELE
16.4 XTI VOREIEFRILEIZ CYP3A4 TH Y | FEMRHWIL N-i A Ffbsinic ) v_T 33
T H W, [10. B

7. B
MUER e L

8. FSVARR—A—IZBHT S1EH
B R L

0. BIHIZLHRER
LR L

10. BENDERZETH8F
MR L

1. Z0Oith
MG RE L
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VI. £t (EAELOZXESF) CEYHEE

. BEERBRETOER
BE STV

. ERABLEDHERA

2EE (ROBHIZEIBRELEWNI L)
21 HER ) oML AROH 5 EFH
(AFNTREEEDEREZA L, OARERZEICELIELZ L0 H 5, ] [9.1.1 /]
22 FUEL ELOERTay s AETa v 7 ObbEE
[ARFNIFEERES, AT EZmET2ERZA L, IEEL2 BICELSEL2 L8355, ]
2.3 I SUTIHEHR L CW D RO & 5tk [9.56 S ]
2.4 KRAIORSxE LIBBUE OBERIE D & 2 B
25 AT T UUEREZ RS OBE [10.1 B#E]
26 BI XV RAVLEEEZRG TR OBE [10.1 B3]

(fiah.)

2.1 RANIEEZEIERZA L, DASIERETICELSEL 200 5,
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k74 CALAN SR- verapamil hydrochloride tablet, film coated, extended release
A - Bk | 120mg,180mg,240mg

INDICATIONS AND USAGE

CALAN SR is indicated for the treatment of hypertension, to lower blood pressure. Lowering blood
pressure reduces the risk of fatal and nonfatal cardiovascular events, primarily strokes and
myocardial infarctions. These benefits have been seen in controlled trials of antihypertensive drugs
from a wide variety of pharmacologic classes including this drug.

Control of high blood pressure should be part of comprehensive cardiovascular risk management,
including, as appropriate, lipid control, diabetes management, antithrombotic therapy, smoking
cessation, exercise, and limited sodium intake. Many patients will require more than one drug to
achieve blood pressure goals. For specific advice on goals and management, see published
guidelines, such as those of the National High Blood Pressure Education Program's Joint National
Committee on Prevention, Detection, Evaluation, and Treatment of High Blood Pressure (JNC).

Numerous antihypertensive drugs, from a variety of pharmacologic classes and with different
mechanisms of action, have been shown in randomized controlled trials to reduce cardiovascular
morbidity and mortality, and it can be concluded that it is blood pressure reduction, and not some
other pharmacologic property of the drugs, that is largely responsible for those benefits. The largest
and most consistent cardiovascular outcome benefit has been a reduction in the risk of stroke, but
reductions in myocardial infarction and cardiovascular mortality also have been seen regularly.
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Elevated systolic or diastolic pressure causes increased cardiovascular risk, and the absolute risk
increase per mmHg is greater at higher blood pressures, so that even modest reductions of severe
hypertension can provide substantial benefit. Relative risk reduction from blood pressure reduction
is similar across populations with varying absolute risk, so the absolute benefit is greater in
patients who are at higher risk independent of their hypertension (for example, patients with
diabetes or hyperlipidemia), and such patients would be expected to benefit from more aggressive
treatment to a lower blood pressure goal.

Some antihypertensive drugs have smaller blood pressure effects (as monotherapy) in black
patients, and many antihypertensive drugs have additional approved indications and effects (e.g.,
on angina, heart failure, or diabetic kidney disease). These considerations may guide selection of
therapy.

DOSAGE AND ADMINISTRATION

Essential hypertension

The dose of CALAN SR should be individualized by titration and the drug should be administered
with food. Initiate therapy with 180 mg of extended-release verapamil HCI, CALAN SR, given in
the morning. Lower initial doses of 120 mg a day may be warranted in patients who may have an
increased response to verapamil (eg, the elderly or small people). Upward titration should be based
on therapeutic efficacy and safety evaluated weekly and approximately 24 hours after the previous
dose. The antihypertensive effects of CALAN SR are evident within the first week of therapy.

If adequate response is not obtained with 180 mg of CALAN SR, the dose may be titrated upward
in the following manner:

240 mg each morning,
-180 mg each morning plus
180 mg each evening; or
240 mg each morning plus
120 mg each evening,
240 mg every 12 hours.

When switching from immediate-release CALAN to CALAN SR, the total daily dose in milligrams
may remain the same.
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Drug Name Category

F—ANZ VT D4E verapamil C

(2023 4F 12 Atk
2% . SO
F—A NZ U7 D545 (An Australian categorization of risk of drug use in pregnancy)

Category C :

Drugs which, owing to their pharmacological effects, have caused or may be suspected of

causing, harmful effects on the human fetus or neonate without causing malformations. These

effects may be reversible. Accompanying texts should be consulted for further details.
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