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NHAN HOP ROLIZIDE

Kich thudc: (Vi Nhém/Nhom)
Dai : 118 mm
Rong: 20 mm
Cao : 47 mm

/

. JT5%
‘E‘ y D rnmllclh::ran tranh &nh sang, nhigt 40 khdng qua 30°C.
> Rolizide o

" Bisoprolol fumarat 5 mg / Hydroclorothiazid 6,25 mg SBK:

54 16 5X / Batch No.:
THANH PHAN: MBi vien bao phim chia: " _
’ Bisoprolol fumarat: 5 mg / Hydroclorothiazid: 6,25 mg SX / Mig. Date

HD / Exp. Date
cHI BINH, LIEU LUONG, CACH DUNG, CHONG CHI BINH VA CAC
THONG TIN KHAC VE SAN PHAM: Xin doc t hutng dfin s dng.  S&n xust b
£k o cONG TY cf PHAN DUGC PHEM GLOMED
E XA TAM TAY CUA TRE EM. ) 35 Pai L6 Ty Do, KCN Viét Nam-Singapore,
BOC KY HUONG ok 50 DUNG TRUGC KHI DONG. Thua: An, Binh Duong. W’fa

COMPOSITION: Each film coated tablet contains:

Bisoprolol fumarate 5 mg / Hydrochlorothiazide 6.25 mg o
INDICATIONS, DOSAGE, ADMINISTRATION, CONTRAINDICATIONS
AND OTHER INFORMATION: Please refer to the package insert.

KEEP OUT OF REACH OF CHILDREN. gicoo.cio tumarate 5 mg / Hydrochiorotmazide 6 25 mo
READ CAREFULLY THE LEAFLET BEFORE USE. y- .

/1~ & Thuéc ban theo don /Prescription only
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IPIZ

. Hop 3 vi x 10 vién bao phim
\J’ Baxof 3 biisters of 10 film coated tablets s
STORAGE: Store at the temperature not more than 30°C, ,.

=5 Rolzide. | -

Manufactured by: GLOMED PHARMACEUTICAL COMPANY, Inc. B fumarte 5 mg / Hydrochiorahazide 6.25 mg

35 Tu Do Boulevard, VSIP, Thuan An, Binh Duong. -
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NHAN Vi ROLIZIDE

Kich thuéc: (Vi Nhém/PVCQ)

Dai : 8 mm
Cao : 37 mm

Rolizicle Rolizid. A

soprolol tumarat..... ... Smg GLOMED PHARMACEUTICAL Co., Inc Bizoprofel fumarat. =
Wworoclorathiasid.............. 8.25mg CTY CO PHAN DUDC PHAM GLOMED  Hydroclorothiazid........

LOMED PHARMAGELTICAL Co Bisoprolol FUMArat..—............. 5mg  GLOMED PHARMACELTICAL Co 2
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NHAN HOP ROLIZIDE

Kich thuéc: (Vi Nhém/PVC()

Dai : 95mm
Rong: 15 mm
Cao : 41 mm

BAO QUAN:
IZL e B4 noi khucirao_ trdnh &nh séng, nhidt 89 khdng qud 30°C.
R it 5 1 g:w N: USP 34.

 Hydmclorothiazid 6,25 mg
ruluu PHAN: S6 Id SX / Batch No.:
MBI vidn bao phim chida: Bisoprolol fumarat Smg, :
Hydroclorothiazid 6,25mg NSX / Mfg. Date -

cHl BN, LEU LUGNG, CACH DONG, CHONG HD /o, Date

cHI BINH VA CAC THONG TIN KHAC VE SAN
M: Xin doc B hudng diin sif dyng. San xufit bé|

5 cONG T ¢8 PHAN DUC PHAM GLOMED
ﬁ XA TAM TAY cUA TRE EM. BOC K¥ HUONG 35 Bal LO Tu Do, KCN Vgt Nam-Singapore,
W U DUNG TRUOC KHI DONG. Thusn An, Binh Duong.

T\

COMPOSITION: Each film coated tablet contains:
Bisoprolol fumarate 5 mg / Hydrochlorothlazide 6.25 mg

INDICATIONS, DOSAGE, ADMINISTRATION, CONTRAINDICATIONS AND OTHER
INFORMATION: Please rera«mnnpamgemn m
KEEP OUT OF REACH OF CHILDREN, READ CAREFULLY THE LEAFLET BEFORE

3PIZifoy

& Thuéc bén theo don /Prescription only

Rolizide &

Hép 3 vi x 10 vién bao phim
o Boxof 3 blisters of 10 film coated tablets

STORAGE: Stors at the temperature not more than 30°C, in a dry place, protect from light.
SPECIFICATION: LSP 34,

Marufactured by: GLOMED mnc;.ﬁ‘m':‘ﬁnm. Inc, MMde

35 Tu Do Boulevard, VSIP, Thuan An, Binh Duang. I
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ROLIZIDE

Vién bao phim

1- Thinh phin

| Mdi vién bao phim chira:
Hoat chit: Bisoprolol fumarat ..
Hydroclorothiazid ... g
Téduge: Calei hydrogen phosphat dihydrat, cellulose vi tinh thé, pregelatinized
starch, silic dioxyd thé keo, magnesi stearat, hyp llose, gol 6000, talc, titan
dioxyd, oxyd sit 4, oxyd sat vang,

2. M ti sin phim

ROLIZIDE, mét phdi hop cila bisoprolol fumarat va hydroclorothiazid, duge béo ché
dudi dang vién bao phim dimg dé udng. Mai vién bao phim ROLIZIDE chira 5 mg
bisoprolol fumarat va 6,25 mg hydroclorothiazid.

Bisoprolol fumarat |4 thubc phong bé chon lpc trén thy theé béta | - adrenergic. Tén
héa hoc cia bisoprolol fumarat i 1-[4-(2-Isopropoxyethoxymethyl)phenoxy]-3-
isopropylaminopropan-2-ol fumarat, Chat ndy co6 cong thire phdn tr Ia
(CuHMNOJ)z.CJ'LOA vi phin nr ]U’wg la 766,96.

Hydroclorothiazid,  6-Cloro-3,4-dihydro-2H-1,2,4-benzothiadiazin-7-sulphonamid
1,1-dioxyd, 1a mét thubc lgi tidu thiazid. Céng thirc phén tir cia chét nay la
CyHCIN;0,5; vé phan tir rong 14 297.7.

3- Durgre hye hoe va duge ding hoc

Duge lye hpc

ROLIZIDE la mét ché phim phéi hop trong didu tri ting huyét 4p gém mét thudc
chen béta 1chon lpc va mét thudc 1i tiéu thiazid.

Bisoprolol 13 thude phong bé chon lge trén thy thé béta 1 - adrenergic (thudc chon loc
trén tim), O liéu diéu tri, thubc khéng c6 hoat tinh kich thich thdn kinh giao cam néi
tai hay lam dn dinh mang t& bao. Thudc c6 ai lyc thip vai thy thé béta 2 - adrenergic
wén co trom phé uin va mach miu ciing nhu thy thé béta 2 - adrenergic lién quan
dén diéu hoa chuyén héa,

Co ché ch6n¥ ting huyét dp cia bisoprolol chira dwge xac dinh ddy di, 6 thé 1a do
mt s6 co che sau:

| - Lam giam cong suit ciia tim.

- Uk cheé giai phong renin bai thin,

- Téac djng Ién trung tim vin mach & ndo,

Thanh phan cén lai, hydroclorothiazid, 1a mét thudc lgi tidu lim tang théi nude tiéu,
lay di hrgmg dich dur thira trong co thé va do d6 lam ha huyét ap.

Dugre diing hpc

Bisoprolol fumarat

Bisoprolol dwge hdp thu gin nhir hodn todn qua dirémg tiéu hoa va chuyén hoa qua
gan lin ddu rdt it, do d6 kha dung sinh hoc cao (khoang 90%). Néng do dinh trong
huyét twong dat dwrge trong vong 2-4 gidy véi gid trj tir 16 ng/mL dén 70 ng/mL twong
img voi liu 5-20 mg ding dwimg udng. Thirc dn khéng lam anh hwong dén hip thu
thude.

Khodng 30% bisoprolol lién két vdi protein huyét twong. Thé tich phan bd 14 3.5
Likg. Nira doi huyét twong cia thude tir 10-12 gié.

Thude dwge chuyén héa & gan va bai tiét trong nwrde tiéu (khoang 50% dudi dang
khang ddi va 50% dudi dang chét chuyén hoa).

| Hydroclorothiazid

Hydroclorothiazid hdp thu trong d6i nhanh qua dudmg tiéu héa, Sinh kha dung cia
thuéc khoing 65-70%. Nira d&i ciia thude trong huyét twrong néim trong khoang tir 5
dén 15 gits va tich lily trong hong céu. Thude thai trir chii yéu trong nurde tidu dudi
dang khong di. Hydroclorothiazid qua duge hang rao nhau thai va phin bd vio trong
sira me.

4- Chi djnh

Diéu trj tang huyét ap tir nhe dén vira cho nhimg bénh nhén thich h
diéu trj phéi hop.

S- Lidu diing vé cich diing
Liéu diing

Ngwoi Idn: Sau mét liéu khéi dau Bisoprolol 2,5 mg/Hydroclorothiazid 6,25 mg,
ding liéu duy tri | vién ROLIZIDE ngay mét lin néu licu khari ddu khong dat tac
dung ha huyét ép.

Bénh nhan suy giam chire ndng gan hay thdn: Khéng cén thiét phai diéu chinh lidu &
nhimg bénh nhéin suy chirc nang gan hay thin tir nhe dén vira,

Tré em: Chira c6 kinh nghiém vé viée sir dung ROLIZIDE cho tré em, vi thé khéng
khuyén céo sir dung cho tré em.

Cich ding: Nén udng thude vao budi sing kém hosic khong kém vdi thirc 4n. Nudt
vién thude véi nurde va khéng duge nhai,

Théi gian diéu trj; Théng thuimg, diéu tri véi ROLIZIDE la diéu trj lau dai, Néu
ngung ding bisoprolol phai giam lidu tir tir vi viéc ngumg ddt ngét bisoprolol ¢6 thé
din dén suy giam cép tinh tinh trang bénh nhan, ddc biét & nhimg bénh nhan bj thiéu
mau cyc b,

V6i ligu phép

6- Chéng chi dinh

Qua méan cam vdi bisoprolol fumarat, hydroclorothiazid, céc thiazid khac, sulfonamid

hay bét cir thanh phin ndo cia thude.

Suy tim mit bil, séc tim, block nhi - tht 4§ 2 hojic 3, réi loan nit xoang, block xoang
__nhi, nhip tim cham r3 rét, ha huyét ap qua mirc, hen phé quan nang hay bénh phéi tat

HUONG DAN SU DUNG THUOC

ROLIZIDE
Film coated tablet

1- Composition

Each film coated tablet contains:

Active ingredients:  Bisoprolol fi S § ..
Hydrochlorothiazide........6.25 mg

Inactive ingredients: Calcium hydrogen phosphate dihydrate, microcrystalline cellulose,

pregelatinized starch, colloidal silicon dioxide, gnesi 1

macrogol 6000, talc, titanium dioxide, red iron oxide, yellow iron oxide.

1
hypr

2. Product Description

ROLIZIDE, a combination of bisoprolol fumarate and hydrochlorothiazide, is available as
film coated tablet for oral administration. Each ROLIZIDE tablet contains 5 mg of
bisoprolol fumarate and 6.25 mg of hydrochlorothiazide.

Bisoprolol fumarate is a f,-selective adrenoceptor blocking agent. The chemical name of
tramadol hydrochloride is 1-[4+(2-Isopropoxyethoxymethyl)phenoxy]-3-
isopropylaminopropan-2-ol fumarate. It has a molecular formula of (C)sHyNO,),.CsHOy
and a molecular weight of 766,96 |
Hydrochlorothiazide, 6-Chloro-3,4-dihydro-2H-1,2,4-b hiadiazine-7-sulph ide 1,1-
dioxide, is a thi diuretic. It's molecular formula is C;HyCINy0,S; and it’s molecular
weight is 297.7.

3- Pharmacodynamics and Pharmacokinetics

Pharmacodynamics

ROLIZIDE is a combination medication used in the treatment of high blood pressure
contaning a selective fl-blocker and a thiazide diuretic.

Bisoprolol is a Pj-selective adrenoceptor blocking agent (cardioselective agent). [t/#5
reported to be devoid of intrinsic sympathomimetic and b stabilising propertigy
its therapeutic dosage range. It only shows low affinity to the P,-receptor of the s ! &0
muscles of bronchi and vessels as well as to the P;-receptors concerned with mets
regulation.

The mechanism of action of antihypertensive effects of bisoprolol has not been complg
established. Factors which may be involved include:

- Decreased cardiac output.

- Inhibition of renin release by the kidneys.

- Effect on the vasomotor centers in the brain.

The other comp hydrochlorothiazide, is a diuretic that i
removing excess fluid from the body and thus lowering blood pressure.

the output of urine, |

Pharmacokinetics
Bisoprolol fumarate

Bisoprolol is almost completely absorbed from the gastrointestinal tract and undergoes only
minimal first-pass metabolism resulting in an oral bioavailability of about 90%. Peak
plasma concentrations occur within 2 to 4 hours of dosing with 5 to 20 mg, and mean peak
values range from 16 ng/mL at 5 mg to 70 ng/mL at 20 mg. Absorption is not affected by
the presence of food.

Bisoprolol is about 30% bound to plasma proteins. The distribution volume is 3.5 L'kg. It
has a plasma elimination half-life of 10 to 12 hours.

It is metabolised in the liver and excreted in urine, about 50% as unchanged drug and 50%
as metabolites.

Hydrochlorothiazide

Hydrochlorothiazide is fairly rapidly absorbed from the gastrointestinal tract. It is reported
to have a bioavailability of about 65 to 70%. It has been estimated to have a plasma half-life
of between about 5 and 15 hours and appears to be preferentially bound to red blood cells. It
is excreted mainly unchanged in the urine. Hydrochlorothiazid the pl 1 barrier
and is distributed into breast milk. g

4- Indications
For the treatment of mild to moderate hypertension for patients in whom combination |
therapy is appropriate.

5- Recommended dose and mode of administration

Dosage

Adults: Following an initial dose of Bisoprolol 2.5 mg/Hydrochlorothiazide 6.25 mg, 1

tablet ROLIZIDE may be given once daily as the maintenance dose if the blood pressure
lowering effect of the starting dose is inadequate.

Patients with Impaired Liver or Kidney Function: No dose adjustment is necessary in -~
patients with mild to moderate impairment of liver or kidney function,

Children: There is no experience with ROLIZIDE in children, therefore its use cannot be
recommended.

Administration: Take ROLIZIDE in the moming, with or without food. Swallow the tablet

with some liquid; do not chew. [
Duration of Treatment: Treatment with ROLIZIDE is generally a long-term therapy.
Gradual discontinuation of bisoprolol tr is ded, since abrupt withdrawal |
of bisoprolol may lead to an acute deterioration of the patient's condition, in particular in
patients with ischaemic heart di

F.

6- Contraindications

Hypersensitivity to bisoprolol fumarate, hyd
or any of the component of the medicine.
Uncompensated cardiac failure, cardiogenic shock, atrioventricular (AV) block of 2™ or 3¢

othiazide, other thiazides, sulfonamides
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,(g mach ngogi bién va hdi chimg Raynaud,

foan cHuyen hoa, u té bao tra crom, dung chung véi thude irc ché monoamin oxydase.

V@ niéu, ting acid uric huyét va bénh git, bénh Addison, chimg ting calci huyét, suy
gan hay suy thin ning, phéi hop véi cac ché pham chira lithi.
C6 thai va cho con bi.

7- Laru § va thin trong

O nhimg bénh nhdn b gidm thé tich ndi mach c6 thé xay ra tut huyét 4p, nén dicu
chinh tinh trang ndy trwdc khi ding thubc.

Ngudri bénh nén dwge quan sat nhimg déiu higu 1m sing vé mét cdn bing dich hoac
dién glm nhir giam thg tich, giam natri huyét, giam clo huyét nhiém kiém, giam
magnesi huyét hojic gidm kali huyét co thé xéay ra trong khi bj tiéu chay hoéc nn xiy
di xay lai. Cén xét nghiém thirdmg ky dién gidi trong huyét thanh véi nhimg khodng
cach thisi gian thich hop & nhimg bénh nhin nay.

| Diéu trj véi thiazid c6 thé lam gidm dung nap glucose. Nén diéu chinh liéu cac thudc

chong dii théo dwimg, ké ca insulin.
Céc thiazid co thé lam gidm bai tiét calci trong nurde tidu va co thé giy ra tinh trang
ting calci huyét thanh nhe va khong lién tuc. Tang calci huyét 1o 1ét co thé la dau
hiéu ciia cuimg tuyén cén gidp trang thé 4n. Cin ngimg ding thiazid trrde khi tién
hanh céc thir nghiém vé chirc ning tuyén cén gidp trang,

Ngumg bisoprolol djt ngdt d6i khi gy ra dau that ngwe, nhéi mau co tim, loan nhip
tdm that, va tr vong. Do d6, khong nén ngung sir dung thude dot ngdt, déc biét &
nhimg ngudi bénh tim thiéu méu cuc b.

Bisoprolol c6 thé che gjﬁu cac trigu chimg cia bénh cudmg gidp va tinh trang ha
duimg huyét. Thubc co thé 1am 16 ré tinh trang nhwge co va lam bénh vﬁy néu nang
hon. Dau ngye da dwge bao céo & mjt s6 bénh nhan dau thit ngye kiéu Pr

degree, sick sinus syndrome, sinoatrial block, marked bradycm'dm. extreme hypotensmn.

severe bronchial asthma or severe chronic obstructive p heral arterial
ve and Raynaud's syndrome, metabolic andosls. phaeochmmocytmm,

concomitant treatment with monoamine oxidase inhibitors (MAOls]

Anuria, hyperuricaemia and gout, Addison's d hyp severe |

renal impairment, the concomitant use of this product with lithium preparations.

Pregnancy and lactation.

or

7- Warnings and precautions

Patients with intr lar volume depletion may experience hypc i | lepleti

should be corrected before starting therapy.

Pmcnts should be nbser\-'od for clinical signs of fluid or electrolyte imbalance eg, volume
ion, hyp a, hypoch ic alkalosis, hyf g ia or hypokalemia which

my occur during intercurrent diarthea or vomiting. Periodic determination of serum

electrolytes should be performed at appropriate intervals in such patients,

Thiazide therapy may impair glucose tol Dosage adj t of antidi

including insulin, may be required.

Toad

agents,

Thiazides may decrease urinary calcium excretion and may cause intermittent and slight |

elevation of serum calcium. Marked hypercalcemia may be evidence of hidden

hyperparathyroidism. Thiazides should be discontinued before carrying out tests for

parathyroid function,

Abrupt withdrawal of bisoprolol has sometimes resulted in angina, myocardial infarction,

venmcula.r anhyl]m'nas and death. Therefore, treatment should not be discontinued
ially in p with iscl ic heart d

Blsoproloi rnay mask ﬂ'le symptoms of hyperthyroidism and hypog!yummn They may

Do vy, nén thin trong khi ding thubc trong nhimg trurimg hep nay.

Thin trong khi ding bisoprolol trén nhimg bénh nhén bj block nhi - that dé 1, suy tim
sung huyét hay hep dong mach chi.

& nhirng bénh nhén bj u té bao wa crém, chi dung bisoprolol sau khi ding thudc chen
alpha.

Sir dyng trén phy nir ¢6 thai: Cac thiazid qua dwoc nhau thai va gy ra réi loan dién
gidi, gidm tiéu cdu va vang da @ tré so sinh. Ding bisoprolol cho phy nir ¢6 thai trong
thiri gian ngén trwdc khi sinh di khi gdy ra nhip tim chdm v cac phan img khong
mong muédn khic nhir ha dwimg huyét va ha huyét dp & tré so sinh. Do vy, khong
diing thudc nay trong thai ky.

Sir dyng trén phy nir cho con bi: Bisoprolol ¢o thé duge bai tiét trong sira me.
Hydroclorothiazid dwgc bai tiét trong sira me va co thé (rc ché sy tao sira. Do vy,
khéng duge ding ROLIZIDE & phy nir cho con bu.

Sir dyng thubc trén tré em: Chua c6 kinh nghiém vé viéc sit dung ROLIZIDE cho
tré em, vi thé khing khuyén céo sir dung cho tré em.

Sir dung thude trén ngwdi gia: Thong thuimg khong cén diéu chinh lidu. Tuy nhién,
nhimg bénh nhin lén tudi nén duge theo ddi chit ché.

Anh hwimg lén khi niing l4i xe va vin hanh miy mée: Noi chung, ROLIZIDE
khéng co hofic anh huémg khong déng ke 1én kha nang l4i xe va vin hanh may moc.
Tuy nhién, phy thujc vao dap img diéu trj cla mdi bénh nhin ma kha ning lai xe va
viin hanh may moc c6 thé bj suy giam, Cén djc biét lru y diéu nay khi bit ddu diéu
tri, khi thay dbi thude hodc khi ding chung véi negu.

N

8- Twong tic ciia thude véi cdc thude khic va cic logi twong tic khic

Bisoprolol fumarat

- Thube irc ché men chuyén v clonidin 1am ting tac dung chéng ting huyét 4p cia
bisoprolol,

- Ding ddng thiri bisoprolol vdi thude chen calci thude nhém dihydropyridin (nhur
nifedipin) c6 thé 1am ting nguy co tut huyét dp. O nhimg ngudi suy yéu chirc ning
tim ugn én, sir phéi hop ndy co thé din dén suy tim.

Diing chung bisoprolol véi thuée chéng loan nhip va mdt s6 thude chen calci ¢

thé gop Egén 1am nhip tim chim va block tim.

Cac thude gy tut huyét 4p nhir aldesleukin va thudic gdy mé lam ting tc dung

chéng ting huyét dp cia bisoprolol, trong khi cdc thudc khing viém khong steroid

déi khing véi tac dung ndy.

Thubc irc ché monoamin oxydase c6 thé lim ting tic dung ha huyét dp cua

bisoprolol.

O nhimg nguéi bénh tidu dwimg, bisoprolol lam giam ddp img voi insulin va cac

Ihugc lam ha duimg huyét dwdng udng bing cach tac dong trén cac receptor béta &

tuyen tuy.

Bisoprolol ¢6 thé lam tang tinh trang nhip tim chim do digoxin.

- Giam dép img voi adrenalin trong diéu trj sbc phan vé co thé xay ra & nhimg bénh

nhén duge dieu trj 1du dai véi bisoprolol,

Théi gian dan truyén nhi - tht tang khi ding déng théri bisoprolol véi thude kich

thich thin kinh déi giao cam (ké ca tacrin).

- Ding phéi hgp thuoe kich thich than kinh giao cam va bisoprolol lam giam tic
dung cia ca hai thubc nay.

- Rifampicin lam gidgm nhe théi gian ban hiy cia bisoprolol do cam img men
chuyén hoa thudc & gan.

- Thubc ke ché téng hop prostaglandin lam giam tic dung ha huyét dp cua
bisoprolol.

Hydroclorothiazid

Khi diing ciing céc thudc sau c6 thé twong téc véi thude lpi tiéu thiazid:

- Ruou, barbiturat hodc thudc ngit géy nghién: ting tiém lyrc ha huyét ap thé dimg.

- Thube chéng déi thio dwémg (thubc udng va insulin): cdn didu chinh lidu do
thiazid lam giam dung nap glucose.

- Cdc thude chong tang huyét ép khac: ting tic dung ha huyét 4p.

- Nhya cholestyramin hogc colestipol: ¢6 kha ning gén thudc lgi tiéu thiazid, lam
giam hép thu nhimg thuéc ndy qua duémg tidu héa.

- Céc corticosteroid, ACTH: 1am tang mit dign giai, déc biét 1a giam kali huyét.

- Amin ting huyét ap (nhw adrenalin): cé thé lam giam dép (mg vé&i amin tang huyét
ap, nlnmg khong di dé ngan cén sir dung.

- Thubdc gidn co (nhu tubocurarin): c6 thé 1am tang dép img vai thudic gidn co.

- Lithi: khong nén ding ciing thude lgi tidu vi lam giam thanh thai lithi & than va

"

h gravis. Psoriasis may be aggravated. Chest pain has been reported in
patients wlﬂl Prinzmetal's angina. Therefore, caution should be observed in these cases.
Caution should be exercised when administering bisoprolol in patients with first-degree AV
block, congestive heart failure or aortic stenosis.

Patients with phaeochromocytoma must not be administered bisoprolol until after alpha-

adrenoceptor blocking therapy.

Use In pregnancy: '!'hlaz;des cross the placenta a.ud there have b:en reports of electrolyte
vt a, and tal j | use. Use of bisoprolol
in pregnancy shortly before delwery has uccaswnaﬂy resulted in bradycardia and other

adverse effects such as hypogl ia and hyp in the neonate. As a result, this drug
is contraindicated in pregi Y.
Use in nursing s: Bi lol may be d in breast milk, Hydrochlorothiazide is

excreted in breast milk and can inhibit the milk production. Therefore, ROLIZIDE is not
recommended in breastfeeding women.

Pediatric use; There is no experience with ROLIZIDE in children, therefore its use cannot
be recommended.

Geriatric use: No dose adj
be closely monitored.

Effects on the ability to drive or operate machinery: In general ROLIZIDE has no or
negligible influence on the ability to drive and use machines. However, depending on the
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lly required. However, elderly patients should “E[

qsf

individual patients response to treatment the ability to drive a vehicle or to use machines :....—"'-""’/

may be impaired. This needs to be considered particularly at start of treatment, upon change
of medication or in conjunction with alcohol.

8- Interactions with other medicinal products and other forms of interaction
Bisoprolol famarate

- Drugs that enhance the antihypertensive effects of bisoprolol include ACE inhibitors and
clonidine,

- Use of bisoprolol with dihydropyridine
risk of hypotension. In patients with latent
with bisoprolol may lead to cardiac failure,

- Use of bisoprolol with antiarrhythmics and some calcium-channel blockers can
precipitate bradycardia and heart block.

- Drugs that cause hypc ion such as and general anaesthetics also enhance
the antihypertensive effects of bisoprolol while other drugs, for example NSAIDs,

ise the antihyp ive effects.

- Monoamine oxidase inhibitors may enhance hypotensive effect of bisoprolol.

- In diabetic patients, bisoprolol can reduce the response to insulin and oral
hypoglycaemics through their effects on pancreatic beta receptors.

- Bisoprolol may potentiate bradycardia due to digoxin.

- The response to adrenaline given for anaphylaxis may be reduced in patients on long-
term treatment with bisoprolol.

- Use of bisoprolol with parasy
atrioventricular conduction time.

- Combination of sympat
agents.

- Slight reduction of the half-life of bisoprolol by rifampicin possibly due to the induction
of hepatic drug-melabollsmg enzymes.

- Prostagl inhibiting drugs may d

Hydrochlorothiazide

When given concurrently, the following drugs may interact with thiazide diuretics:

- Alcohol, barbiturates or narcotics: potentiation of orthostatic hypotension may occur,

- Antidiabetic drug (oral agents and insulin): thiazide therapy may impair glucose
tolerance. Therefore, dosage adjustment of the antidiabetic drug may be required.

- Other antihypertensive drugs: additive effect.

- Cholestyramine or colestipol resins: single doses of either cholesty or
resins bind the hydrochlorothiazide and reduce its absorption from the guslmmtesunal
tract,

- Corticosteroids, ACTH: intensified electml}’te depletlu‘rl. particularly hypokalemia.

- Pressor amines (eg, ad line): possibl p to pressor amines but not
sufficient to preclude their use.

- Skeletal muscle relaxants (eg, tubocurarine). possible increased responsiveness to the
muscle relaxant.

- Lithium: diuretic ngems reduce the renal clearance of lithium and add a high risk of
lithium toxicity; ¢ use is not recommended.

antagomsls (e 2 nlfedlpme) may increase
fiac insu

1dmelpulet

homimetic drugs (including tacrine) may increase

ic agents with bisoprolol may reduce the effect of both

hype ive effect of bisoprolol.
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httPS 1 tmmgﬁg&%l? m:! thubc {rc ché COX-2: ¢6 thé lam gidm tac :

dung loi tid, natri niéu va tac dung ha huyét 4p ciia thiazid & mét so ngudi bénh.

| 9- Téc dyng khing mong mubn

Théng thuomg. didu tri véi phéi hop bisorolol - hydroclorothiazid duge dung nap tot.

Téc dung ngoai ¥ da phén thutmg nhe va thodng qua, va khéng cin ngung thude,

Tic dyng phy lién quan dén bisoprolol

Thiring gdp: mét méi, chéng mit, nhirc déu, budn nén, nén, tidu chay, tao bén, cim
iac lanh hay & cimg déu chi.

't gap: ri loan gidic ngi ké ca dc mdng, trdm cam, ha huyét 4p, nhip tim chim, co

that phé quén, kho thd, nhuge co va chudt rit.

| Hiém gap: do gidc, ngira, 46 bimg, ndi mén, ting enzym gan, viém gan, lam ning

thém bénh vay nén, tinh trang hoi c6 hdi phuc.

Tic dung phy lién quan dén hydroclorothiazid

Thieimg gip: Mét moi, hoa mat, chéng mit, dau dau, giam kali huyét, ting acid uric
huyét, tang glucose huyét, tang lipid huyet (& liéu cao).

It gdp: Ha huyét dp tw thé, loan nhip tim, budn nén, nén, chin an, tho bén, tiéu chay,
may day, phit ban, ha magnesi huyet, ting calci huyét. i

bach ciu, mét bach cdu hat, giam tiéu cdu, thiéu mau, dj cam, réi loan gidc ngd, trim
ciim, viém mach, viém gan, vang da ir mét, viém tuy, kho thé, suy thin, viém thin k&,
mir mét,

Ngung sir dyng va héi ¥ kién bic si néu; xudt hién ddu higu mdi bét thuéng, ha
huyét ap ning, nhip tim chim, khé thé, phi chén tay.

Thiéng bao che bic si nhimg tic dyng khing mong mudn gip phai khi sir dyng
thude.

10- Qui lidu vi xir tri

| Bisoprolol fumarat

Tri¢u chimg: Céc ddu hiéu qua lidu bisoprolol néi chung bao gém nhip tim chim, tut
huy‘; 4p, co thit phé quan, block nhi - thit d6 2 hodic 3, suy tim cdp va tut dwong
huyét.

Xir tri:

- Thang thubng, néu qua lidu xay ra, nén ngimg diéu tr véi bisoprolol va diéu i
triéu chimg va hd trg,

- Nhip tim chdm: Tiém tinh mach atropin. Néu khong di dép img, isoprenalin hodic
cdc thude khic ¢ tac dung diéu nhip c6 thé dwge ding mét cach than rong. Trong
mit vai truimg hop, ¢ th dit may diéu hoa nhip tim.

- Tut huyét p: Truyén dich tinh mach va céc thudc lam tang huyét ap. Glucagon

truyén tinh mach ciing c6 thé co ich trong tnrémg hop nay.

Block nhi - thét d 11 hodc T11: Bénh nhin nén duge kiém soat chat che va diéu trj

biing céch truyén tinh mach isoprenalin hay dat may diéu hoa nhip tim.

- Suy tim Ci?: Tiém tinh mach thude lgi tidu, thude lam co co, thugc gidn mach.

- Co thit phé quan: Ding li¢u phap lam gidn phé quén véi isoprenalin, thudc cumg
giao cam va'hodc aminophylin.

- Tut duwiémg huyét: Truyén tinh mach glucose.

Hydroclorothiazid

Trigu chimg: Nhimg diu higu va trigu chimg chung nhét vé qua liéu thiazid 1a giam
cdc dign gidi (ha kali huyét, ha clo huyét, ha nati huyét) va mat nude do lgi nigu
manh,

Xir tri: Néu phdi hop véi digitalis thi tinh trang giam kali huyét co thé lam cho logn
nhip tim trim trong hom. Chura xéc dinh drge mire d§ loai bo cia hydroclorothiazid
Hép 3 vi nhém/PVC x 10 vién bao phim.

béng thdm tach mau.

12- Bio quan:

Béo quén noi khd réo, tranh dnh sang, nhiét d6 khéng qua 30°C.
13- Tiéu chuin chiit hrgng; USP 34.

14- Hgn diing: 36 thang ké tir ngay san xudt.

11- Dang biio ché v déng goi
Hép 3 vi nhdm/nhém x 10 vién bao phim.

THUOC BAN THEO DON
PE XA TAM TAY CUA TRE EM
POC KY HUGNG DAN SUT DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC si

San xudt bai: CONG TY CO PHAN DUQIC PHAM GLOMED
Dia chi: S6 35 Pai L Ty Do, KCN Vigt Nam — Sii

Binh Duong.
DT: 0650.3768823, F

re, thj xa Thu@n An, tinh

7 0650.3769094

- NSAIDs including COX-2 inhibitors; in some paliem—s"tl"'uesﬂministraﬁon of an NSAID
including a selective COX-2 inhibitor can reduce the diuretic, natriuretic and
antihypertensive effects of diuretics.

9- Undesirable effects

1 (N} hiamid

Ing with bisoprolol was well tol d. For the most
part, adverse experiences have been mild and transient in nature and have not required
discontinuation of therapy.
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Bisoprolol-relevant side effets

Freg ly: Tired dizzi headache, nausea, vomiting, diarrhoea, constipation, |
feeling of cold or b in the ities,

Occasionally: Sleep disturb including ! ion, hyp

bradycardia, bronchospasm, dysp 1 k and cramps.
Rarely: Hallucinations, itching, flush, rash, increased liver enzymes, hepatitis, exacerbation
of psoriasis, and reversible alopecia.

Hydrochlorothiazide-rel side effets

Frequently: Fatigue, vertigo, dizzi headache, hypokal hyperuri
hyperglycaemia, hyperlipidaemias (at high dose). |
Occasionally: Postural hype ion, arrhythmia, nausea, g, anorexia, constipation, |

diarrhea, urticaria, skin rash, hypomagnesaemia, hypercalcaemia,

Rarely: Anaphylactic reactions, fever, leucopenia, agranulocytosis, thrombocytopenia,
anemia, paresthesia, sleep disorders, depression, vasculitis, hepatitis, cholestasis jaundice,
pancreatitis, dyspnea, renal failure, i itial nephritis, blurred vision.

Stop use and ask a doctor if: unusual new symptoms occur, you have extreme
hypotension, bradycardia, dyspnea, edema of hands or feet

Inform your physician in case of any adverse reaction related to drug use.

10- Overdose and treatment

Bisoprolol fumarate

Symptoms; The most common signs expected with overdosage of bisoprolol are
bradycardia, hyp ion, bronchospasm, AV block (2nd or 3rd degree), acute cardiac |
insufficiency and hypoglycaemia,

Treatment: t}'\\

- In general, if overdose occurs, bisoprolol treatment should be stopped and
and symptomatic treatment should be provided,

- Bradycardia: Administer IV atropine. If the resp is inadeq prenaliiegor
another agent with positive chronotropic properties may be given cautiousl*.
sOme circumstances, ransvenous pa ker i ion may be Y.

- Hypotension: 1V fluids and vasopressors should be administered. IV glucago;l
useful.

- AV block (2™ or 3" degree): Patients should be carefully monitored and
isoprenaline infusion or ous cardiac p ker insertion. .

- Acute heart failure: Administer IV diuretics, inotropic agents, vasodilating agents?

- Bronchospasm: Administer bronchodilator therapy e.g isof li h
drugs and/or aminophylline.

- Hypoglycaemia: Administer IV glucose.
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Hydrochlorothiazide
Symp : The most signs and symptoms observed are those caused by electrolyte
depletion (hypokalemia, hypochl ia, hyp ia) and dehydration resulting from

excessive diuresis,

Treatmeny: If digitalis has also been administered, hypokalemia may accentuate cardiac
arthythmias. The degree to which hydrochlorothiazide is removed by hemodialysis has not
been established.

11- Dosage forms and packaging available |
Box of 3 Alw/Alu blisters x 10 film coated tablets.

Box of 3 AlwPVC blisters x 10 film coated tablets.

12- Storage:

Store at the temperature not more than 30°C, in a dry place, protect from light,
13- Specification: USP 34.

14- Shelf-life: 36 months from manufacturing date.

PRESCRIPTION ONLY
KEEF OUT OF REACH OF CHILDREN
READ CAREFULLY THE LEAFLET BEFORE USE
FOR MORE INFORMATION, CONSULT YOUR PHYSICIAN

Manufactured by: GLOMED PHARMACEUTICAL Co., Inc.
Address: 35 Tu Do Boulevard, Vietnam — Singapore Industrial Park, Thuan An Town, Binh

Duong Province,
Tel: 0650.3768823; Fax: 0650.3769094




