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D7 WA ET 5, HEOHRIE 1 Bl 5-8&% 0.625, 1.25, 2.5, 3.75
XX 5 mg & LTHTEREAIITD, WTFhoHEIZBWTH, 1B 1 EFR
A5 L3425, W@, MEFES LTI 1A 1.25~5 mg 20515,
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O#ENRIE L 55 HHEh
W, KA Y Zao— 7<) Ligt & LT, 151@z&mﬁm&
WS L, RN RH0725A2E 1 B 1E S mg [CHET S, 2F,
i, FERICE D EEEET 52, &G EIE1 A 1A 5 mg 2@ 7R
Wb,
©
OK B e I EAE (BRE ~ H 2 iE)
WHE, Ay Yoo —r e LT8mg & 1 B 1[EL, MES. ks ik
EEBOWT AU L, B 24 FEE Z L ITRED 222 %,
¥, Fe, ERICEY 1A 1E4mg 2 O&RE5 2B L, 1 BRREGE
X8 mg &9 5,
OBERNVE L5 HE
WE, RACIZEY Zre— e LTC1H A4 mg DDEGEBL, @
BERRFREEIT 1 B 1A 8 mg [T ET D, AFNIME, LR
FEEOWT NI L, B 24 FEE Z & ICAEY 22 5, ﬁk\ﬁi
%\fﬁuibﬁﬁﬁﬁﬁéﬁ\15%ﬁ&5%@8mkﬁ%o

i~ 5

Il AR L TV D RIEEMED & B iz G- Lz &, #ER (7
v ) CRRIEEMY (B, BEWH) ROWARBEY BE s Ny
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2. Hix

IR HPE % AT DIEER AR B A UL ENEIN L T 5, ZOBH & L TRHED EFERLS,
TERVEDIRBER T 5BEOTENRBIICYGE L2 Z & BETFREICK Y QT IERIEMREEEICAR
F SN DB RERIRSOAE A MR IE BN AE &> D MR HIU S IR O BTOBREN b2 S5 L9
IZR o T EENFT b D, IEIRIMPERIC, RMAEERENRIL Y A F I v 7 I8 b L. RO
Bl > THERRAME D, TOREOEEMCIE, REIRCLAE, KERAEEES ORHAD L
MAEAOHER, FEERFFEL Y HINT 2, DOREOEERECHEOK 1 FROmEREIZ XS
HOTHY, ZOWNFRITZWIRIC, KEVIRAFHE, JEPEHLOE, RNEIRBIEISRIETH L 1, EER
IR BE AT D LMEDIERINEICB W T, BESEC A G 0MEGIHED TR, & L IL1EH
IIMETH D,

JEAFEBID LAY A7 IZDOWTIE, MEIRIRFIZ I, RHAEBR A S IEATIRRF D 1.5 {5 CTHIm
T 570, DHERRIRT, ZASRHERIAE (IEFRIRAE, PHZEMENDRBLOAES) . M PR R
LEOWERSREE O TIIEm < 2D, ERHFEEGIHEIR 1,321 AL P X~ UIFFETIL,
173 A (13.1%) IZHAEHOLAREOAIFERDTZ L FTH, DEZ FF O oME-CoEIRRT 2> D D>
BEREAME T L TV D ZMEICR N T, DARROB RN E D> Tz, D EOILRERL A IE S DT
30 A 35 AR = 7R — MR (2000-2019 4, ENIIEEREMRIFZEE v % —) Tk, 6 4Tk (17%)
WO EOGHERDT % 23 IR EIRTIC B B (BLT, KRV RY o B KA
Gie) ZNMRL. 12 R TIE B BEERZNIRL T ed o7z, B BERTRNAR O 7 8 C LR
Lic& A, Ko EEE (EREREEMEWEES) 23 B #EEEAE AR L TV zpd, FEEHOLAR
A PERIIR T O/ EFRHROE /2 2K T, Wil CHBEELZ BRI T, AT TIL,
FEEBMFR TN EETHHIZE, FAEMOAGOHEY A7 BNEnERELTEY 1| EEOIX, &
FEGIZY B BEWTEE DR T BIERI & D bR W EEM THAE LN /RN H D L ZBE LT
Do

JABERADTRIENR Y A 712N THE, FERREDOFIN & LTEL Mmbhd QT EEIERRE AT
B CIE, EEINCAREENRA X AT 5 5, DBEO QT IERFEGERES DHTIR 136 iR %
W E U= S sk LR ZE Tl REEARA X2 R AY B ERrERNAR 44 IR CIZ 2 4 (4.5%). B
HERrEEIENAR 94 ATHR T 12 1 (12.8%) B8 B, QT IERIEWEREE A T DALFEMMIZI VT B
WK ITEEH OAREARY A7 2 GBI T T2 ERMESNTND S,

ZOXIT, B CICER T2 UV ATIHRIZBWN T, B EREROFEN R S D,
B, I v ROWENRERE AT D 1,321 AORFTIE, 291 A (22%) 2AERTFIC 8
WA L Cuie GEIGIEER SRR - AOMEONFUL, EIERHRAEZ X U &3 5 FpIE
61 AN, REEAR 54 A, A=SHEREIR T 48 A, @IfE 456 A, KREMREEE 35 A, ZOfh 32 A, OAR4
16 N) 7,

SREATRRISPE 2 I35 B WL, I UERRESE & LT I RIB R D AR R TER TR
1B, SR B S5 ERBERBRIEHEEO—2Th D, Bz, IHEREE LS LA
BT, —BOICL= - T URFT UV U RIEIER L BT S EE Rk & L CER S
%5, Fio. BYEEIOSENRNE BN T S DA EGHEIRIE O R 1 BRI BT L ST
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RPICEATE 5 B RSN CELET T/ a—n, IxXEZa—), FunrT ) a—
b, VEa—VERHLN, BV Tra— (LT, A3 (B U TIIRMSCEIC Tl 3T
PRLUTWAAREMEOH DI G LianZ &, B3 (7> b)) ThRIEEE EUE, BE
) LOBrAENRFEE BHEHMESE) BZHEINTND, | LfllanTnimy g L&
NnNTn5,

B WY L <IX o BRI, FIBEEE W E D, SRR OBRIRMEC PR PEA A R
{Ef (intrinsic sympathomimetic activity: ISA) * FRZE/LAEMA (membrane stabilizing
activity: MSA) OFMIC LY | FIEANFEEZFFD, O, FEE - WD L IZHMED R
WHEDEENED, b LUTAMELZRO RN DN H L, KEEL AP —)LT o B
MR & i LT, DODAECE M DR 2 RIA & L 7@ MO R OB OHE Y 27 & FIT,
B TR EZYGET DR N KE WV &0 ) REEE B RS EERE S TWnWp 0, £, 77
Ja—)b, FTREa—/VEOBATEMIZMEHTE S B EWEERIZIT VISR E TIROREET,
T VFT o VERBERAER LT AT v o IR, FIUREE, X ) Rl
IS ORI 25T TV A B RImE O ESUIIRAL O AEIC S BHEL AL &8
D, I BT, B O BENRMEC B AR EN 6T 2 DA SR ETRIE O FEMIERIZ OV T, ISA D72
VY BOERTERS WL B AL, RRICAREK, v a— L OFHBHER I TV S G,

Fo, MR EFENHRE o Z— ) ICFEINE EHRREY —x 27 70 —7) (LT, T7—%
YT TN=T) BT, B ERERDENEHEEREFA L2 A LT MEREZFIM L
WGEDOER (BBEE ), IR & HEIFHRE 7 —) ORI (ZZEE2) D, RS
ZMEICKRE LT B EWTIED O BASENHH I TS Z BRI,

O, BEFRBEECRAOMREZ GO U EOERITNA, AARERS TS, AANERY S X
DI DR OELEZ T2 Z L b E X, V—F 77—, B ENED S B, Eil
PR B SUIIERALDAE IZ DS < B OAR 20BN Z A L, MHE A 2% 5 DA RO
FEAEI~DOfE B HELE SN TV D ARIEIZOWNT, IMICEICB T 5 Tl I3 E LTV 4 Alge
YD & 5 LMEIITFRG Lan 2 &) OEEMIEOBE IEEZ BETT DIcE -7z,
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3. MANGRA SCEIZBIT B REENRI

ARIENZONT, gt CREL KE, MEROCZEIN) (28T 52N ENORM CEORHEIR I A
e L7z !,

IS OUAT CET RTUTB W T, AR & i3 > T, BEARIEN Y
A7 % FRIDZHEICORMEHT L2 _RE LI TS, EE, SINKROINEOTT SR,
—ANEER O BRI OME I, BRI R ORI X DR CORE, MBI O AR
DOAEES (KM, RIRE) OV 27136528, B ERERERNSLEL SNHHAICIE, B1
BIRMERNEE L ERREH STV D, £, BELEESCHEOREDE=41 7%
TV, BEDRRED N D GEIIIRRERPHERE SN L Z & AR ZEER BT 20BN
bbb ENFH STV D,

e O A CRE)

(1) @54 BISOPROLOL FUMARATE- bisoprolol fumarate tablet, film coated/Alembic Labs

LLC.

e « %05 | INDICATIONS AND USAGE

used alone or in combination with other antihypertensive agents

Bisoprolol fumarate is indicated in the management of hypertension. It may be

7% - F&: | DOSAGE AND ADMINISTRATION

to 10 mg and then, if necessary, to 20 mg once daily.

The dose of BISOPROLOL FUMARATE must be individualized to the needs of the
patient. The usual starting dose is 5 mg once daily. In some patients, 2.5 mg
may be an appropriate starting dose (see Bronchospastic Disease in WARNINGS).

If the antihypertensive effect of 5 mg is inadequate, the dose may be increased

{FhF~D | PRECAUTIONS
&5 Pregnancy
Pregnancy Category C.

weight basis and 77 times the MRHD on the basis of body—surfacearea.

resorptions) at 12.5 mg/kg/day.

In rats, bisoprolol fumarate was not teratogenic at doses up to 150 mg/kg/day
which is 375 and 77 times the MRHD on the basis of body-weight and body-
surface—area, respectively. Bisoprolol fumarate was fetotoxic (increased late
resorptions) at 50 mg/kg/day and maternotoxic (decreased food intake and body
weight gain) at 150 mg/kg/day. The fetotoxicity in rats occurred at 125 times
the MRHD on a bodyweight—basis and 26 times the MRHD on the basis of body-—

surface—area. The maternotoxicity occurred at 375 times the MRHD on a body-—

rabbits, bisoprolol fumarate was not teratogenic at doses up to 12.5
mg/kg/day, which is 31 and 12 times the MRHD based on body-weight and body-

surface—area, respectively, but was embryolethal (increased early

VOUTOU =7V A baBR L, AHERLORMCELMHR Lz (RRA 1202292 H 6 H), ¥, REEEICIRMA L
FO TR 2 Rl L DA OB ORMASCEICOW T, FREORETHD Z L 2R LTV 5D,

K[E : https://www.accessdata. fda.gov/scripts/cder/daf/

[H : https://www.gov.uk/guidance/find-product-information-about-medicines

JNE - https://health-products.canada.ca/dpd-bdpp/index-eng.jsp

Z%JN : https://tga-search.clients.funnelback.com/s/search.html?query=&collection=tga-artg
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There are no adequate and well-controlled studies in pregnant women.
Bisoprolol fumarate should be used during pregnancy only if the potential

benefit justifies the potential risk to the fetus.

B OA (GEE)

(2) Rt

Bisoprolol 2.5 mg Film—coated Tablet/Accord Healthcare Limited

RIRE - R

4. Clinical particulars

4.1 Therapeutic indications

Treatment of Hypertension

Treatment of stable chronic angina

Treatment of stable chronic heart failure with reduced systolic left
ventricular function in addition to ACE inhibitors, and diuretics, and

optionally cardiac glycosides

M - HE

4. 2 Posology and method of administration

Bisoprolol fumarate tablet should be taken in morning and can be taken with
food in morning. They should be swallowed in liquid and should not be chewed.
Posology

Treatment of hypertension and chronic stable angina pectoris

Adults

The dosage should be individually adjusted. It is recommended to start with
5 mg per day. The usual dose is 10 mg once daily with a maximum recommended

dose of 20 mg per day.

Treatment of stable chronic heart failure

Adults

Standard treatment of CHF consists of an ACE inhibitor (or an angiotensin
receptor blocker in case of intolerance to ACE inhibitors), a beta-blocker,
diuretics, and when appropriate cardiac glycosides. Patients should be stable
(without acute failure) when bisoprolol treatment is initiated.

It is recommended that the treating physician should be experienced in the
management of chronic heart failure.

Titration phase

The treatment of stable chronic heart failure with bisoprolol requires a
titration phase

The treatment with bisoprolol is to be started with a gradual uptitration
according to the following steps:

— 1.25 mg once daily for 1 week, if well tolerated increase to

- 2.5 mg once daily for a further week, if well tolerated increase to

— 3.75 mg once daily for a further week, if well tolerated increase to

— 5 mg once daily for the 4 following weeks, if well tolerated increase to

- 7.5 mg once daily for the 4 following weeks, if well tolerated increase to
— 10 mg once daily for the maintenance therapy.

The maximum recommended dose is 10 mg once daily.
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4. Clinical particulars

4.6 Fertility, pregnancy and lactation

Pregnancy

Bisoprolol has pharmacological effects that may cause harmful effects on
pregnancy and/or the fetus/newborn. In general, beta—adrenoceptor blockers
reduce placental perfusion, which has been associated with growth retardation,
intrauterine death, abortion or early labour. Adverse effects (e.g.
hypoglycaemia and bradycardia) may occur in the fetus and newborn infant. If
treatment with beta—adrenoceptor blockers 1is necessary, betal-selective
adrenoceptor blockers are preferable.

Bisoprolol is not recommended during pregnancy unless clearly necessary. If
treatment with bisoprolol is considered necessary, the uteroplacental blood
flow and the fetal growth should be monitored. In case of harmful effects on
pregnancy or the fetus alternative treatment should be reccomended. The
newborn infant must be closely monitored. Symptoms of hypoglycaemia and

bradycardia are generally to be expected within the first 3 days

B OA CinE)

(3) ®ing

APO-BISOPROLOL/ APOTEX INC

BIRE - R

INDICATIONS AND CLINICAL USAGE

APO-BISOPROLOL (bisoprolol fumarate) is indicated in the management of
patients with mild to moderate hypertension. It may be used alone or in
combination with other antihypertensive agents, particularly thiazide
diuretics.

APO-BISOPROLOL is not recommended for the emergency treatment of hypertensive

crisis.

A% - F % | DOSAGE AND ADMINISTRATION
In the treatment of mild to moderate hypertension APO-BISOPROLOL (bisoprolol
fumarate) must be individualized to the needs of the patient. The usual
starting dose is 5 mg once—daily either added to a diuretic or alone. If the
response to b mg is inadequate, the dose may be increased to 10 mg and then,
if necessary, to 20 mg once daily. An appropriate interval for dose titration
is 2 weeks. Increasing the dose beyond 20 mg once daily produces only a small
incremental benefit.

LR/ GieaN?) PRECAUTIONS

&5 Use in Pregnancy:

Bisoprolol fumarate was not teratogenic in rats at doses up to 150 mg/kg/day,
which is 375 times the maximum recommended human daily dose. Bisoprolol
fumarate was fetotoxic (increased late resorptions) at 50 mg/kg/day and
maternotoxic (decreased food intake and body-weight gain) at 150 mg/kg/day.
Bisoprolol fumarate was not teratogenic in rabbits at doses up to 12.5
mg/kg/day, which is 31 times the maximum recommended human daily dose, but

was embryolethal (increased early resorptions) at 12.5 mg/kg/day

10
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There are no studies in pregnant women. APO-BISOPROLOL should be used during
pregnancy only if the potential benefit justifies the potential risk to the

fetus.

[LLF SIVEM PHARMACEUTICALS ULC k8t o 2 friik ]
Bisoprolol has pharmacological effects that may cause harmful effects on
pregnancy and/or the foetus/newborn. In general, [ - adrenoceptor blockers
reduce placental perfusion, which has been associated with growth
retardation, intrauterine death, abortion or early labour. Adverse effects
(e.g. hypoglycaemia and bradycardia) may occur in the foetus and newborn
infant. If treatment with S - adrenoceptor blockers is necessary, f1 -
selective adrenoceptor blockers are preferable.
Bisoprolol should not be used during pregnancy unless clearly necessary. If
treatment with bisoprolol is considered necessary, the uteroplacental blood
flow and the foetal growth should be Page 7 of 40 BISOPROLOL TABLETS
monitored. In case of harmful effects on pregnancy or the foetus alternative
treatment should be considered. The newborn infant must be closely monitored.
Symptoms of hypoglycaemia and bradycardia are generally to be expected within
the first 3 days

REO A (M)

(4) B

BICOR /Alphapharm Pty Ltd

BIRE -

EUES

4.1 Therapeutic Indications

Treatment of stable chronic moderate to severe heart failure in addition to

ACE inhibitors, and diuretics, and optionally cardiac glycosides.

ik -

i
e

4.2 DOSE AND METHOD OF ADMINISTRATION

Dosage (dose and interval) Treatment of CHF consists of an ACE inhibitor (or
an angiotensin receptor blocker in case of intolerance to ACE inhibitors), a
B -blocker, diuretics, and when appropriate cardiac glycosides. Patients
should be stable (without acute failure) when bisoprolol treatment is
initiated. It is recommended that the treating physician should be experienced
in the management of chronic heart failure.

Titration phase

The treatment of stable chronic heart failure with bisoprolol requires a
titration phase

The treatment with bisoprolol is to be started with a gradual uptitration
according to the following steps:

- 1.25 mg once daily for 1 week, if well tolerated increase to

- 2.5 mg once daily for a further week, if well tolerated increase to

- 3.75 mg once daily for a further week, if well tolerated increase to

- 5 mg once daily for the 4 following weeks, if well tolerated increase to

- 7.5 mg once daily for the 4 following weeks, if well tolerated increase to

11
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10 mg once daily for the maintenance therapy.

The maximum recommended dose is 10 mg once daily.

[RIEND)
5

4.6 Fertility, Pregnancy and Lactation

Use in pregnancy(Category C)

Bisoprolol has pharmacological effects that may cause harmful effects on
pregnancy and/or the foetus/newborn. In general, [ -adrenoceptor blockers
reduce placental perfusion, which has been associated with growth retardation,
intrauterine death, abortion or early labour. Adverse effects (e.g.
hypoglycaemia and bradycardia) may occur in the foetus and newborn infant. If
treatment with  p-adrenoceptor blockers 1is necessary, B 1-selective
adrenoceptor blockers are preferable.

Bisoprolol should not be used during pregnhancy unless clearly necessary. If
treatment with bisoprolol is considered necessary, the uteroplacental blood
flow and the foetal growth should be monitored. In case of harmful effects on
pregnancy or the foetus alternative treatment should be considered. The
newborn infant must be closely monitored. Symptoms of hypoglycaemia and
bradycardia are generally to be expected within the first 3 days

Studies in rats have shown that bisoprolol and/or its metabolites cross the
placenta and distribute to the foetus.

Administration of bisoprolol at oral doses of > 50 mg/kg/day to pregnant rats
or > 12.5 mg/kg/day to pregnant rabbits caused embryofoetal toxicity,
resorptions and abortions. The no—effect dose for embryofoetal toxicity and
mortality was 40 mg/kg/day (associated with plasma drug concentrations (AUC)
11 times that expected in humans after 10 mg/kg/day bisoprolol) for rats and
10 mg/kg/day for rabbits (associated with AUC lower than that expected in
humans after 10 mg/kg/day doses). No evidence for teratogenic effects of

bisoprolol was observed at any dose in rats or rabbits
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4. BBk

ARIEO PR EIR G OAGBRFERFIZIT T v N RO Y5 H - AR AR VN E/ S
THY ., FRATHBEFEF LI TRLO LB Th b,

7 v &AW IR R E T A 530 T i, BRI AR FEEININHI A3 2 & 4L 72 A%E 100mg/kg/
HOHEIZBWT, JRIEOFELT - WO, BIROEEE, B o R (ZEFhIK) oH
MDFRD Htz, o, HAERIZEBWTH AR 100mg/kg/ H O H & CHEEEE 72 (R HEIHNH] 235580 &
iz, UL, A3 30mg/kg/ B DOHAETIZ, MR, HAR S bEYER LI 2EEITR DN
Do Tz, AFEEPEIC T 2 MM R 100 mg/kg/ B, WA (BIREROHANR) (254 2 maEE:
13 30 mg/kg/H TH -7,

7YX & O TR IR E TR 53R BRI B T ASE 50me/kg/ B OB THRIZDIET - WL
ROFEMHFRD BTN, AFE 10mg/kg/ H O HE TIIMIRICED R GAZ L5 BT A LN
7o ABEEMEIC R 2 MEMEEIL 50 mg/kg/H,  WHAR (RIR) 157 2 EEMERIL 10 mg/ke/
HThoT,

7 v b2 DT JE EE R O AL G-5A8R Tl A 30mg/kg/ B K OASK 100mg/kg/ H T F1
HARORARE R OZRBROE T RA L, HAERDAEFR, SN, BREEDIEIZHEY
B 5 ORBITRD b o7, A3 10mg/kg/ H O HETITWTHOEBIZEWTHEEITRD
Siiehotz, AFEREMIT T 5 B EIT 100 mg/keg/ B, WA (HAER) 12604 % EHit &
13 10 mg/kg/H TH -T2,

UUbEXY, REOAFERAIC KT THEEREIL, 7y NIRRT FIZBIT2EHETOIRIE
e - FRIEBGE, EEMED &7y MERSOERBFTMHICTH L LEX b,

—J5 . KEORMCE? ([T ST 2ERBROBRRIC LUE, 7y FOREBRICE VTR
3£ 150mg/kg/ H D A& TR @M (BT &R K OREIGININH) 2372 vz’ e BIEH
TR bR o T, TOMEIE, RORHERERR M & (MRHD) o 77 5 ((ARmEEICEAS< & ME
MEMREICLD) ITHYTH2HETH S, LoL, MRHD @ 26 f£ICF82 95 50 mg/kg/ H D HET
7w MIBWRENE (WIUROHN) 258 bivlz, 7% Hn 7238k TIE MRHD @ 12 f%12F68
T 5 12. 5mg/kg/ B O HEIZB W T HABIER A LN o 7o, ZOHETRIEENE (BIX
JROEEN) MFRD Btz 7ok, KEWASCEIZHIT 5 MRID 2 20 mg (0.4 mg/kg/H) & L TH
HEnTnd,

SEMOUHT SCE P T8V TUX, 4EIET » b TARIK 50 mg/kg/ B LL B, MR T £ TR
12. 5mg/kg/ B LA LD A& ChIEEME, WRIE OWREDFED Hiv, IR REE & OBSEERIZRTd
HMEMERITT v NTARIKA0 mg/kg/ B, W FTIIAI 10 mg/kg/H TH D LRI T 5D,

A D HIFEIF IO e S TG R B B TR % 5-3RBR Ak & MEs O SCEICREH S Tun Bk
BRpkii s TRICE o7z, 7ok, ENORRKRME AR Z ZE L7 MRID (23T 5 ~—Y  ZH T
HYA0ZiE. MRHD & LT 5mg (0.083mg/kg/ H) (RFHEMIZEKE S & MAYERREME) 2H0
77,
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M = (mg/kg/H) _
—— —— AEFHRS AR FEMEPT AL
150 [77] ® o REEMWORERINENE . AR ¢
o REEWM) O REHININH]
o JRIEFE TR OEN
5 | 100 [194]Y ¢ RIRAEEET
v ¢ NREE (ZEIEEK) s
~ o HAERRER O FEH NN
50 [26] o BRIEEME (WIRoBm) @
40 © o JRVEEMEIC D MR
30 [58]Y o R (RIEROHAER) 12k 2 Rt
50 [194]Y o JRIESE TR ER OB N
i 12.5 (12 9 |+ AWM (RIIEOR ©
. 10 o BVEERMEICK T D MR
10 [39]Y o W (R ISR D R

a) [ ] BORESARHESEA®E (MRHD20mg) k3 2 ~—Yr (RREREIZHES < b MY EHF AL & MRHD
) CKEOWRASCE D X0 o5 BE

b) [ ] EPN OGRS A5 MRHD % 5mg (0. 083mg/kg/ H) & L= A0 HE (AEEREICES< b
MBS BB Y L ~—Y &)

o) FINOWMED L0 51

PLED X 51z, EIN KGR HFERHC i S 7= Btk & g O B SCEIC R S TV 5 8)
WIRRBRAAE N B . AFED TR T 2 ) R 7 FMIC IV T b S 1 2 R BN IR R
FEARM 2 mi D e iaeth & e Sivre, [ENORRE HIRERHC S0 S h - BB ic B 1 D e
BRI 2 R RIE, T v b OIS 30mg/kg/ A KOV ¥ CTIIAIK 10mg/kg/HTH Y |
B O EIL MRED % 5mg (0. 083mg/kg/ H) & L7354, A4 MRHD 0 58 f5 KO8 39 fiF (f&
REFICES AT L D) ST HLEEZOND, T, BB TEIRGHOERIE LR
FHIITAR DA BT A 2] D RSN TNS, EREAEY 227 DBENBYT 5 L b Tns
10 A2~V VIR T 52N TELHEEZ D,

o, 7y MREOFEEHN 100 ng/ke/H . HAEROREEMH 30 ng/ke/ B LD
TR LI, RREAICES AL LE, cnbofiE, TRenENO/S AR
FI1F%H MRHD (5 mg: 0.083 mg/kg/H) D 194 {% K 58 f5LL LICHIS T 2 @ARETH Y, JRIEED
HAROREFMHN ST 2 EHEMERETH D 30 mg/ke/H LD 10 mg/ke/ HOHENL, ZhEh
B8EL DO~ —V U IHERT D ENTEDHLEZD,
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(1) 7 v MEYRRTI X OUEIRY) I 55808 v

@It (@

7 v b (HERESS 24 IC/RE)

P55 HIfH]

e AZBEAT 9 WA B AREHIF R o A5 13
M - ASECRT 2 W HATRALEE T B

BORE (BGHE)

ARH 0, 10, 30, 100 mg/kg/H (GRHIRE D $EH)

e MYl

EZEILZ)

o EKREOWRAD (EIREIH) 10, 30, 100 mg/ke/HfMHf
o {KE, AR, fdER  RERL

¢ RO (FEER L) 100 mg/ke/#E

[ fi e ]
o BEMWO %N 10 mg/keg/ H AT,
o BEMO AN 30 mg/kg/ H
o AR (BRI ;100 mg/kg/ H

(2) 7 v MRIEOIRE TR G RR Y

BfE Z v b (3840 VT/Bf : W EUIBHREE ; 24-25 DT/BE, HIRSMEE ; 14-15 PT/
(ATEW=ENED) )
e 581 R R 7 BB 17 B

BhE (RGHREK)

AH 0, 10, 30, 100 mg/kg/H (Hflie 0 #5)

it B oo B

[REE « 2/3 REHA (AEHR 21 B A EUIBH) . 1/3 BHE (AR HE) ]
RE IS 100 mg/kg B

BT R X OEKEORE D 0 30 | 100 mg/kg #

¢ R ERE AL L

IR DOMERE, DB L OWHE - ER L

>

>

*>

[ 2]

¢ BB - WINGROE (BHICHRBIOFET - WIL) : 100 mg/kg #

¢ JRIROEMARES XL OE(LEEME R © 100 mg/kg £

v NIRRT (ZEIFENIR) O : 100mg/kg BE GRFFREE : 1/80 il vs
100mg/kg Bf = 14/71 ),

(AN ]

o HAEROK TFEA : 100mg/kg #E

o WK O BREE RN © 100mg/ke FE
o EfFER, HEREORE | BB L

» EFEREAES L UF2 OB  EBAL
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Gl Y|

o BEMWO—EENE 10 mg/kg/H
o EFEFME ;100 mg/kg/ A

¢ WAEAR 30 mg/kg/ H

(3) U KR DIRE TR G- 5AR

Bl . .
e 7 (13-15 PL/BE)
e 541 R 6 B 2> SR 18 A

Bl (BGRES) | Ao, 20 10, 50 mg/kg/ A (SRMHIRE D #5)

[~FEh4 : 4T0E 29 B 5 FUIE]
¢ RIREE. (AHE., BEEE. BAKE BERL

o EERER R L

[1& L%‘l
FEROME ‘ - DR RN (B R ESEER) 50 mg/kg B
+ %7%%%&0%*%%@%' 2V

(R & ]
o BEWO—ikEMER X OVEREEE 0 50 mg/ke/H
o AR 10 mg/kg/ H

(4) 7 v NEEWN Z ORI G Y

o @) | 7y b (2122 L/F)

B 511 R 17 B B4 it% 20 H

BHE (BE5RK) | A3 o0, 10, 30, 100 mg/kg/H (GREFEOHEE)

GSTL7RNEE AR
o IRER. (REE, AR, BUKE  RELL
¢ BB LOWE B L

[HER]
¢ F1 WO : 30, 100 mg/kg H
i R O o HAEROAERFR, SN, BIEDFEE B L

¢ F1WROZREFEOKT 30, 100 mg/kg A
v F1IROGMMBIOMWE 27 L
o B2 R4 - AL

[ e m i 2]
o BEEMO—ENER X OESEENE ¢ 100 mg/kg/ H
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¢ AR 10 mg/kg/ H
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SKEWSATSC#E. Alemic Labs LLC. BISOPROLOL FUMARATE - bisoprolol fumarate tablet,
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ZEINUSAT L. Alphapharm Pty Ltd. AUSTRALIAN PRODUCT INFORMATION BICOR (Bisoprolol
fumarate). Revised: 11/2020
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5. ERIRGEAICBIT 2 |E
AI LIRS 2 AKLICONT, VAT T 1 v LEa—%{ToT,
BERT — X _X— 22D\ TIL, Drugs in Pregnancy & Lactation (G.G.Briggs, R.K.Freeman,
C.V.Towers, et al. WOLTERS KLUWE). Reprotox®, TERIS. MEDLINE/PubMed % FH\ 7=, faZZ%—

U — RIZ2WTCiL, Drugs in Pregnancy & Lactation (G.G.Briggs, R.K.Freeman, C.V.Towers,
et al. WOLTERS KLUWE) . Reprotox®., TERIS TIiX. ” bisoprolol” . MEDLINE/PubMed T
X, ” bisoprolol” “pregnancy””human” & L7-2, (MaZEEEA H 202141 A 15 H)

FhH L7230k 27 SICHOWTHE 2R L7z, 27 HhoD 9 b REEUSOICHR 8 #H, HPER
BB 2 SR 1, AR 2 BRI L 7o AR B 30k 1 R, L e e — 30k 4 SRABRAN L.
13 4 (EZAWTTE 4 e, JEFIERE 9 W) 2OV TREMZ et L7,

I3MOFEMEITRDO LB TH DN, £0 95 LEEFHIE 4 MOBEIIRDO LB ThH o7,
PERRES 1 = -HlomRER & WO REFREAIZET 2B RIS OV TR, AR F] 339 #Z2 xi5
ELTgE (RA Y HFBEHRE 22— (1) TiE, SHIREEL ik U CTERBEFE IOV TRERD
N & XN DIV Dy o T, RIE9 B2 BT B WK A ARARWIHNCfEH L 7o RBLod I 798 )
DFEFITE (AT =—FT HAELVY AT (2)) TlE LaffBEoRAERD EF (0R2. 7, 95%CT ;
1.79-4.08) D3H BT MU DOBEERIZI W T H REROFER ThH o 72, EHONFUI A TH 223
B EMTEE A ATARES 1 RN ST (R T — 2 _X— 2 (4)) OfffTCiE, DA
Tt e KRB ITOWTIRAEROEMN L IZEER R SN -T2,

SRR 2 = EHILIRE OIREE & IR~ DB 2 MOV TIE, ARSI 339 il 4 x5 &
L7zt (RA Y aitEmt 2 — (1)) Tk, RS 1 = OB OBREGNTH L, 28RO
D7 b 2 EMATE THESE L 72 CIIHAEEREN D 2205 7, ENIFE (EN AR5 (3))
TIE, A Flagie g MWK 45§ SRR bo— L a2 L, B B CIIB I RE R
4 (FGR) MEm o T=hy, ARIEMHD 5 FITI W THREF O FGRIZA LN -T2, HEIRE 3 =
FHI O BRI TH (NFRIEARB) ERLFET — 2 ~—2 (4)) OfENTTIX, FHrE R
PEIHFLA R U R 7 #3702 & OFBN R BT,

(1) Maria Hoeltzenbein et al. Pregnancy outcome after first trimester exposure to
bisoprolol: an observational cohort study. J Hypertens. 2018 Oct;36(10):2109-2117

AEAMRT 5. BRIl B AR, e REH

FEAm I AHE 339 15

MRS German Embryotox pharmacovigillance institute (23T 5 HijlA % #F

g8, AT/ & BIRE 1 = INRER L7 339 B L AR E

(ZIEEE L QORI R — k678 Bl & bk U7-, A BRI, @i

2 5% = "bisoprolol"[MeSH Terms] OR "bisoprolol"[All Fields]) AND ("pregnancy”[MeSH Terms] OR “pregnancy"[All Fields] OR
"pregnancies”[All Fields] OR "pregnancy s"[All Fields]) AND ("human s"[All Fields] OR "humans"[MeSH Terms] OR "humans"[All
Fields] OR "human"[All Fields]
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J£ 203 451, g E CRIEIR, Cofigtd e B e i, e OB, O
LA DFEER) 136 B T o 7=, H AR, ¢%ﬁ%®ﬂ(@\u
FPH 2. 5-5mg/ H; HiPH 1.25-20mg/H) Th o7z, HIRFE, ANTLE
IRHHEICE EZITR O DT, B RFEDRE O FHEGIL7R 0> 7
(A A BER R LI G AR BB T2 VB B EIR ) . AERBESEPE 3 45
IZBWTCHERTRIIA LN o T, KL, ASEE 10/294 4
(3.4%) . XTFREE 28/611 B (4.6%) THEAITRED LN -T-
(adjusted odds ratio (adj OR) 0.77; 95% confidence interval
(CI) 0.34-1.75), K&E 10 BIOWNRIE., BIREER 3 B, ffit R
2%, U2 B, AR 3HITH -7z, FBEE (adj OR 1.90; 95% CI
1.17-3.11) ., {EHARAEIE (adjusted standard deviation score
(adj SDS) difference —0.48; 95% CI —0.62 to —0.34) AAIPET
Zinole,  FTAERE 1 = FEHOLOEZEFIZL L, Siaio 7
< &b 2 WMATE THERE L7=B Tl HAEREN D72y~ 72 (adj SDS
difference —0.26; 95% CI —0.52 to —0.01),

(2) Lennestal R et al. Maternal use of antihypertensive drugs in early pregnancy and
delivery outcome, notably the presence of congenital heart defects in the infants.
Eur J Clin Pharmacol 2009; 65(6): 615-625

BRIESE NI TEE B MW, LA

AT 1% B BEWTHE 778 5] (5 BHAEE 9 i) (798 Hi)

i Swedish Medical Birth Register & —#& ZFIH L7-WF2e, FIEHIH
WCREER 2 %5 S -t 1,418 N4 [FIEEHIC e L 72 otk
1,046,843 N &Ll U7, B HEWrESER] (B MR A 778 fHild 5 &
K%ﬁ%i9%):0®fﬁﬁﬁﬁ%%ﬁE@@K@ﬁéhfwé
FEIEIRICIREE L7 IRk, Darfigid 42/1, 390 IBicA L, U A
7@L%%m@t<m259;%%a19%&m% B ST B
HERE LT-RENSAFNZIRIZBNTHOAIL 25/ 798 I A4
N, BERI A7 OENEZHE ST (0R2. 765 95% CI 1.79-4.08),
B 5 2372 3RAN O R B 1T58 0 S o 1o, S KRB EER] 0 Ko fl
H, HEEIFRHTH S,

(3) Tanaka K et al. Beta—Blockers and Fetal Growth Restriction in Pregnant Women With
Cardiovascular Disease. Circ J. 2016 Sep 23;80(10) :2221-6

RPN == o B EREE vs B EREE ve BT ha— L (o B ¢ B HEMWTELE
72 L), iHRER, MRV E A4 (FGR)

ERLETES B BETEK 45 5] (9 HAHE 5 1)

W AARDH Al & a7k — MIFJE, o B HEHEE 13 A vs. Bﬁ%ﬁ%ﬁ\
vs. A hr—/L 100 N (o B+ B TSR L) 1281 2 Rkt
Wh I i olz, RNERITD R EBH %wzﬂﬁiﬁﬁbt%®
L U7z (a BB I 205+65. 4 (P +IEYERZE) H, B
WA I 18991, 1 CFY) AW ) H) , 5 & 1I A3 5-10mg/
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HTH ol ERIEHRRIL o B WM AFIT 0/13 f, B HEWTHELE
FAGIT 0/45 ], =2 hr—/L 3/100 5l T - 7-, FGRIZ o B ML
EHGIT 1/13 A B, B R A< 12/45 ], 2> hr—
JLTIL 3/100 il Tdho72, FGR DU AV RFIZHONWTELER P AT ¢
Y I EATOToRER. o B EBEEREE 2 b — A ORICAE R
FHBOIR -T2 (adj OR 2.36;5 95%CI 0.23-21.91), B MR,
Eay b — L HOHECIIAREELZRD (adj OR 9.21; 95%CI
2. 34-320. 53),

(4) Davis RL et al. Risks of congenital malformations and perinatal events among
infants exposed to «calcium channel and beta-blockers during pregnancy.
Pharmacoepidemiol Drug Saf 2011;20:138-145.

ARG, AR E BB, SERRF - HPEMIRE

FEAMm %R B BEMTERES 1 =AML 188 IR, 5 3 = EHIALYT 405
(CERIFEHIA)
L JEk HMO (Health maintenance organazation) WFZEx >y U —27 7

07T ADERY AT LT — 2 _R—=RAZ L H1% A& 2R— ML,
WG ZE DPRIEEE R T — 2 I E SO TR & 5l L 7=, FEBLOAF 0%
FRIRBR7 & CRREE LTe, SEREHEIIHPER 365 H D7 41— JEFEH]
BRI 30 HO 7+ 0 — Tl L7~ 45 1 = FH 5 Tcode KR
HIZOWTIE, B WAL RE 25/188 (13.3%) . B MEMrEIELL I RE
6,806/49, 648 (13.71%) & Ll L CEITA B Neh o7 (relative
risk (RR) 0.97; 95%CI 0.81-1.16), 5 3 = =HI%J5 {5 C o & o 1 52
FIZOWTIE, AR A 78R4 57 (RR 1,305 95%CT 1. 17-
1.45), F725 3 =G HICIROMKMmE, feeding problems 73
b, B WKL L ToORETH Y KEDEFMBIIAITH S,

(5) Eero Kajantie et al. Bilateral cleft lip and palate, hypertelorism and hypoplastic
toes. Clin Dysmorphol
. 2004 Jul;13(3):195-6

POp 3L FUETR AR AR R
ST 51 5% 1
FER O, Afk% 5l E TARHE bmg, 7 axtr A<V
W5 B Uiz, WIS DR D22, WIRMEEE., aivEpmE, >F
SEIERFRIE AR A btz (FERER L), (7427 )

(6) Nicola L Walker et al. Paroxysmal bidirectional ventricular tachycardia with

tachycardiomyopathy in a pregnant woman. Acta Cardiol. 2009 Jun;64(3):419-22

RESS FEDBEREARN R 2 O DM EIRRIIRER

ERITTE 1

A SRR 31 WRHC A DERE R 22t O DEMI O 72D KK T LA
= R OB, 34 875 EOIPH CREE R B IR A HE L=, (HER#E:
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(7) K Jarvi et al. An obstetric patient with neurocadiogenic syncope. Int J Obstet
Anesth. 2009 Oct;18(4) :396-9

RESS PR DRI
ERITTE 1
(T PENROD T RN B ARG DI MR UARTE A L A9 ik

th
S, HRERRGEIC R 2 < REEAMRREE T C 38 MBREE . S IR
HPE (77 —A=27 9/10) L7z, diRFIMNZHIE & & 5P HECHE
BAHTH S, (UK)

(8) Zdravko Babic et al. Successful primary percutaneous coronary intervention in the

first trimester of pregnancy. Catheter Cardiovasc Interv. 2011 Mar 1;77(4):522-5

S A i = ME AR
A 51 2 1
*ESE% ﬁEﬁE 10 i@ﬁﬁ\ ;E\ﬁ%*ﬁ%@f:&bﬁ ?_?/Vfﬁféf%:?fofco BT

TBERTZIZB W T, 7AE Y Y 300mg., 7 2 E RZ L 600mg, X
0.45mSv DWEFEN D -7z, T —T /WViEE%., RIEHSEIRO 728,
AE (HEAH), 7re R7 L TRV A4 K7 F 00 KH
BT A 0 RGBS CHUEEFRIEE 2T o 1o, I CIER 7
WL/ (77 H—A=a7 9/10), FIEFNIMEE (1 5y 27 /H) LTW
7= (ZaTFT)

(9) Rahul D et al. Pregnancy and treatment outcome in a patient with left ventricular
non—compaction. Eur J Heart Fail. 2013 May;15(5) :592-5

X GR ER FE 3D ECEAVIR S IEIRYIINREE (MRS 1 = FHk DV BAts &5
#HInTnD)

BRI 1

i FEFEDIBEALEE OO | RS | b o R T2 Y

VOB 2B LT, TR 12 I KGEEGYED DR A EAL L,
7rtI N, A (HEGL#HZ L), Ko7~ A TRFEZTT-
Too HENR 32 TOARDTDIZ ABTMEZ Z L, 4EHR 34 3 T 2470g
DORERE7FH I A HE L7z, (UK)

(10) G 0 Okunove et al. Acute myocardial infarction in pregnancy following unlicensed
use of methylenedioxymethamphetamine ( Ecstasy’ ). Scott Med J. 2013 Aug;58(3) :e4-

6
KGRI R DPAEZE IR R HRR R

FEAm A 1

ML R 33 WFIZ, AF LA AT = Z 3 BRI OO

FETAPE L, BRI A Y o, Z7ua b R7 L, R (BRIAE
REH, AEFT#EHAR L) ONRN G -7-, T 37 HIEIZ 3050 D F IR
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(11) Mauro Cozzolino et al. Successful obstetric management of arrhythmogenic right
ventricular cardiomyopathy. Gynecol Obstet Invest. 2014;78(4) :266-71

RE AENREMA S OHE AR
ERLETES 1
(T AREENRSEA S0 ARAE  (ARVC) (2kF LT SRURRATN AT 1. 256mg %

5. TR 26 I 3. Thmg ~FE & L7-, #FIR 39 Iz qr FUIBHIC T
IR HPE LT (AR 3460g, 77 H—2 =7 9/10), (A Z VU T)

(12) E Reuschel et al. Interdisciplinary management of left ventricular
hypertrabeculation/noncompaction during pregnancy with a wearable defibrillator.
Int J Cardiol. 2016 Nov 15;223:154-158

S FEEODFHBERRET AR, AR IR
EARLHAE:S 1
B DB E IS LT, Bk 16 @222 Lglr S i, A

5me/d % Bk, HEUR 24 IS wearable KRB 4 BEA L 7=,
EU 37 SRS A EOIBHC 25568 OYLA HAE L7z, MRS KT 2>
HEEBHICEN T, RICRH AR, (KA )

(13) J Palmer et al. Recurrent lone atrial fibrillation in a twin pregnancy: a case
report. J Obstet Gynaecol
. 2019 Aug;39(6) :858-859.

POp- 34355 DERE EE A, AR
ER(IHIES 1
B DEMEN DT80, dEHE 25 2 B, A3 3. 75me I TRE LSGE LT,
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population-based cohort study. IE T —# CTlRIE (16)) OFNTTIL, LEEORE
O L7 LIIBHER R BRI T,
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IVEE 2, B3 ISR U REBL IR 294 1R (B JEWrERIRFZRE) (The German Embryotox
Pharmacovigilance (2 & B 1M X BIEMNE (15)) OfENTTIL, Small for Gestational Age

(SGA) IZDWT AT /L R/BRERRE, JEURER & L CTHEICE <, REEICOWTIE, JFRER
BEL LT 2 & 2V ATV RNIRERE & O CIIA BRI~ Do Tz, FiAER
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277,

MREEREAIIRE S TR Y, RIS ARSI HE T LI BRI 32 B, B EITIE % 4
M UTZRERLO I 11 61 (R ARDHHEsx D% ITHREMITE (14)) O TIid, #Hrd AR5
AR, ARSRBREDSIRIE L 2 < B, SCA 1E, AKRHER OSHIRREIC L, B TR
HCTARICZ»P- T,

(14) Kubota K et al. «/f- and B -Blocker Exposure in Pregnancy and the Risk of
Neonatal Hypoglycemia and Small for Gestational Age. Circ J. 2023 Feb 23. doi:
10. 1253/circj. CJ-22-0647
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WTCIRIL) 1161 (5 BAHE 4 451)

A A D Biffiag D% A, e R OEEZ T ORBE GO 5

TEImDI RIS, ARG Ty BB 11 B CRANE 4 ), IA_Pm—

L 32 i, ERREE 263 Bl A L L7 & 2 A, RO RMEOEBORIE

FIZFETH BN D272 (p=0. 057) , BrAEFURIMBEOF AR, BV

) ARV — VIEBEECXREE LV £ o 7208 (P=0.025), B JHEWISERE T
TN L 727r> 72, SGA 1E, B BEWHEEREIZ W TRHREEIC i L T

,wi\_yﬁ)oﬁ_ (P<0. 001)

(WG 5« FEARPURGEERNI B/ A%, FRAB ORI L AR &5 L

TWERTRBEDR B 5 )

(15) Kayser A et al. Neonatal effects of intrauterine metoprolol/bisoprolol exposure
during the second and third trimester: a cohort study with two comparison groups. J
Hypertens. 2020 Feb;38(2) :354-361.
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294 2 (B MEWTERIREERE) L. ATV RNTIEBLZ 225 I8 (A F
JU R SBREERE) . RERSEIME T722vy 588 e GEIREERE) & HE L
720 SGA X B MEMrERIREBAEN 24. 1% T, A F /L RoSIRERE 10. 2%
(adj OR 2.5, 95% CI 1.2-5.2), FEME#EE 9.9% (adj OR 4.3, 95%
Cl 2.6-7.1) LI L CHBEIZE -T2, 12720, ATV RSBRERE
& Hl U TR E MLEFI N Z o T, BPEIC DWW T, FEIRERRE &
g% & s A F L RSIREERE & O Ll TIEA BRI A 5
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6.5% (adjOR 1.5, 95% CI 0.7-3.0) &z L T& &I E 8N
(=T NSy WAYIEEY

(16) Duan L et al.

Beta—blocker exposure in pregnancy and risk of fetal cardiac

anomalies. JAMA Intern Med. 2017 Jun 1;177(6) :885-887
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727> 7- (adj OR 1.0;5 95%CI 0.8-1.3), BE{EFEIL. ML 2, 239 1
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- BERMLDEE 722 (ESC) @ 12018 ESC Guidelines for the management of cardiovascular
diseases during pregnancy| TIiX. Drugs and safety data?®Z Cli%. IHFDAZYEE LT 2V —C
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blocking agents are generally safe in pregnancy, but may be associated with increased
rates of foetal growth restriction and also hypoglycaemia.] (3,213H) &. T O
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< KEOIERHS (AHA) @ Management of Pregnancy in Patients With Complex Congenital
Heart Disease: A Scientific Statement for Healthcare Professionals From the American
Heart Association. scientific statement] Tl, AFKIFDASFE L T I U —CTh S acdl (eb9,
61) & A3CH Medication in pregnancy| MIE (e58) 12 [ B —Blockers have a favorable safety
profile, and no teratogenic risks have been reported with their use. They have been
associated with an increase in small for—gestational-age infants and neonatal
bradycardia and hypoglycemia but in practical terms are considered safe to use. | &,
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®T74 SEHTEREOER, A% - A2 (Al &)

EEIRICH T B {RER_ E D@

I 7F/0-)b SERMEAEEIR CRILSENR. H5t

(NEE))

8% - AR - AR
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WA R4 v BRMNDIBRES

(&¥} 4) Regitz—Zagrosek V, et al: 2018 ESC Guidelines for the management of

cardiovascular diseases during pregnancy: The Task Force for the Management of
Cardiovascular Diseases during Pregnancy of the European Society of Cardiology (ESC).

Euro Heart J 39: 3165-3241, 2018

Table 7 Drugs and safety data

Drugs Classification Former |Placenta Transfer to Pre-clinicalclinical safety data
(Vaughan Williams | FDA permeable breast milk
for antiarrhythmic category (foetal dose)
drugs)
| Bisoprolol | Beta-blocker (Class Il) | c Yes Yes | Foetal bradycardia and hypoglycaemia

Category C: either studies in animals have revealed adverse effects
on the foetus and there are no controlled studies in women, or stud-
ies in women and animals are not available. Drugs should be given
only if potential benefits justify the potential risk to the foetus.

WHTA RT4 v KEDBHS

(&} 5) Canobbio MM, et al. Management of Pregnancy in Patients With Complex
Congenital Heart Disease: A Scientific Statement for Healthcare Professionals From
the American Heart Association.

Circulation. 2017 Feb 21;135(8) :e50-e87.

Table 3. Medications During Pregnancy
Other Pregnancy
FDA Teratogenic Concerns
Common Pregnancy | Risks (First (Second and Suggested
Examples Category Trimester) | Third Trimesters) Evaluation Lactation Notes
Antihypertensives
B-Blockers Metoprolol H Mone reported | Possible association | Consider serial Except for
Propranolol C with fetal growth | fetal sonography to atenolal,
Carvedilol C restriction in assess interval fetal | probably safe
Aterolof D second and third growth in second
tenolo trimesters (atenolol, | and third trimesters
propranolal),
neonatal
bradycardia
{esmolal, nadolol)
Combined Labetalol C None reported No Yes
a-/B-
blockers
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AZROBMN L XBIE N DN R o T2, A9 BilEGTe B WA RIS U7 RS
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12 BENBROHEBR ERI BT 52 EIEEL, 8 ERaRERI TV BE ‘

FICABEMAETS L. [74. 8588, 1512 BHE] M DR R (L REREL O RRE I 2D 1R DTS
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UBEAIL BRI 5D PUEETRS L . B4 S 2541218, 1H 11 25mel i
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T IEARFBEL, 7T 2 REEHTH- 720, [1.2, 74 &
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52 090.0 £ 6.0% PR S 17z REALKIZ478+£105% T
D AZACHED (7 )V F VHIBEO B ZE K N2 ofgfbfk) <
HolzY,
166 HENERZ2H T 2 8E
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FIVE MBS B 129.9% (11/11161) THh o720 FAREIWEN
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(1) 24K 2 —LEROTHLAREXELLE - £1H

2.5mg/B%E
n 045 (Mean =SD)
BRI 74 94.6+14.0 /57
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