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COMPOSITION: Each tablet contains Lisinopril 10 mg. Manufactured by

INDICATIONS, DOSAGE, ADMINISTRATION, CONTRAINDICATIONS AND OTHER GLOMED PHARMACELUTICAL COMPANY, Inc.
INFORMATION: Please refer to the package insart. 35 Tu Do Boulevard, VSIP,

KEEP OUT OF REACH OF CHILDREN. READ CAREFULLY THE LEAFLET BEFORE USE. Thuan An, Binh Duong.

STORAGE: Store a the temperature not more than 307C, In a dry place, protect from light.
SPECIFICATION: USP 34  REB. No:
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HUONG DAN SU DUNG THUOC

CAVIRED 10
Lisinopril
Vién nén

1- Thanh phin
M@i vién nén chira:

Hoat chét: Lisinopril dihydrat tromg dwong lisinopril 10 mg.

T dirge: Calci hydrogen phosphat dihydrat, tinh bt ngd, oxyd st dé, manitol,
magnesi stearat.

2- Durgre lye hge va duge ding hoc

Durgre liee hoe

Lisinopril 1 chét irc ché men peptidyl dipeptidase. Thuéc irc ché men chuyén
angiotensin (ACE), 1a chit xiic thc sy chuyén ddi angiotensin | thanh chét peptid
co mach la angi in II. Angi 11 cﬁng kich thich sy tiét aldosteron tir vo
thugng thin, Sy irc ché ACE lam giam nong d angiotensin 11 diin dén giam tac
dung tang huyét &p vA gidm tiét aldosteron. Sy giam tiét aldosteron c6 thé lam
tang ndng dd kali huyét thanh.

Trong khi co ché tic dun,g ha huyet ép cia Ilsmopnl duvc nght chi yéu li do sy
irc ché hé théng renin pril vin ¢6 tac dung diéu tri
tang huyét 4p ngay ca & nhl?mg bénh nhén bj ting huyét 4p c6 ndng d renin thip,
Tuong tyr kinase 11, ACE 13 men thoai bién bradykinin. Sy irc ché ACE lam gidm
thodi bién bradykinin din dén lam ting nong dé bradykinin. Ddy la nguyén nhan
chinh gdy mt s6 tac dung khéng mong muon nhu phit mach va ho khan kéo dai
ciia cac thudc irc ché men chuyén

Durgre diing hpc

Lisinopril dlruc hip thu chiim va khong hoan todn qua dwéng tiéu hoa. Sy hép thu
cia lisinopril rit khac nhau giita cic cd thé, nim trong khoang tir 6 - 60% lidu
ding durgc hip thu, nhimg trung binh khoang 25%. Thirc &n khéng anh hwdmg tdi
s hdp thu thudc qua dwimg tiéu hoa. Ban than lisinopril 1a mét diacid c6 sin hoat
tinh va khing cin phai qua qué trinh chuyén héa in vivo, Thudc dat ndng d§ thi da
trong huyét twong sau khoang 7 %N‘J Lisinopril khdng lién két véi protein huyét
twong. Thudc thai trir qua nirde tidu & dang khong bién déi. Nira déi thai trir sau
khi udng nhi2u lidu & ngudi bénh c6 chirc ning thin binh thwémg 14 12 git. Co thé
loai bé lisinopril bing thém phin méau.

3- Chi djnh

Diéu tri ting huyét ap: Cavired 10 duge ding don déc hojc phéi hop véi cac
thudc diéu trj ting huyét dp khéc nhw thudc lgi tiéu thiazid, thude chen alpha ho
chen kénh calei. ..

Didu trj suy tim triéu chirg: Ding két hop lisinopril véi céc glycosid tim vé céc
thubc lgi tiéu dé diéu trj suy tim sung huyét triéu chimg cho ngudi bénh dé khing
hodc khang dirgc kiém soat thoa dang béi glycosid tim hodc thudc lgi tidu.

Diéu trj nhéi mau co tim céip: Co thé ding phéi hop Ilsmopnl véi cac thude lam
tan huyét khéi, aspirin, vi/hodc céc thudc chen beta dé cai thién sy séng & nguai
bénh nhdi méu co tim cdp c6 huyét déng én dinh. Nén ding lisinopril ngay trong
vong 24 gity sau com nhdi mau co tim xay ra.

Bién chimg trén thin ciia bénh d4i théo dutmg: O bénh nhan di thio dirbmg phu
thuge insulin ¢ huyét ép binh thuémg va bénh nhin dai thio dwimg khong phy
thuje insulin c6 tang huyét ap vira méi chém mic bénh Iy than duge dic tnmg béi
vi albumin niéy, Cavired 10 1am giam téc 49 bai tiét albumin nidu,

4- Liéu ding va cich ding

Lléu dl\ng
grdni lom;

Mng .‘myél dp:

- Liéu khéi ddu: 5 - 10 mg lisinopril/lin/ngdy. Nén diéu chinh liéu theo d4p {mg
lim sing ciia ngwdn bénh.

- Liéu duy tri: 20 - 40 mg lisinopril Ingéy.

| Diéu chinh liéu & bénh nhdn tang .‘luyel dp kiém suy thdn: Néu d thanh thai

creatinin tir 10 - 30 ml/phit, ding liéu khéi diu 5 mg/ldn/ngay. Néu 4§ thanh thai

creatinin < 10 ml/phat (thutmg khi thim phan mau), ding liéu khéi d&u 2,5

mg/lan/ngay. C6 thé ting lidu cho dén khi huyét dp dugce kiém sodt, toi da 40

mg/linngly.

Suy tim sung huyér.

- Liéu khéi ddu: 2,5 - § mg/lan/ngay. Nén diéu chinh liéu theo dap img lim
sng cia ngud bénh.

- Ligu duy tri: 10 - 20 mg/lén /ngay.

Didu chinh liéu & bénh nhén suy tim kém suy than hode giam natri huyét. Nong dd

natri huyét thanh < 130 mEq/lit, hogc d6 thanh thai creatinin < 30 ml/phit hodic

| creatinin huyét thanh > 3 mg/decilit, nén diing liéu ban ddu 2,5 mg/ldn /ngay va

|_phai theo doi ngutsi b§nh chit ché.

Lisinopril
Tablet
1- Compaosition
Each tablet contains:
Active ingredient: Lisinopril dihydrate equivalent to lisinopril 10 mg.

Inactive ingred Calcium hydrogen phosphate dihydrate, maize starch, red iron
oxide, mannitol, magnesium stearate.

Bh Li
and Phar

2- Ph 1
= Fharmacody

Pharmacodynamics
Lisinopril is a peptidyl dipeptidase inhibitor. It inhibits the angiotensin-converting
enzyme (ACE) that catalyses the conversion of angiotensin | to the vasoconstrictor
peptide, angiotensin II. Angiotensin I also stimulates aldosterone secretion by the
adrenal cortex. Inhibition of ACE results in decreased concentrations of angiotensin 1T |
which results in decreased vasopressor activity and reduced ald ion. The |
latter decrease may result in an increase in serum potassium concentration,

Whilst the mechanism through which Ilsmopml Iowers blood pressure is believed to be
primarily suppression of the renin Id sterone  system, pril is
antihypertensive even in pati with lo in hyper

ACE is identical to kininase Il, an enzyme that degrades bradykinin. Inhibition of ACE
results in decreased degradation of bradykinin which results in increased levels of
bradykinin. This is the main reason leading to adverse effects of ACE inhibitors such as
angioedema and persistent dry cough.

Pharmacokinetics

Lisinopril is slowly and incompletely absorbed after oral doses. About 25% of a dose i
absorbed on average, but the absorption varies considerably between individuals, ranging
from about 6 to 60%. The presence of food in the stomach does not alter the
bioavailability of lisinopril. It is already an active diacid and does not need to be
metabolised in vivo, Peak concentrations in plasma are reported to occur after about 7
hours. Lisinopril is reported not to be significantly bound to plasma proteins. It is
excreted unchanged in the urine. The effective half-life for accumulation after multiple
doses is 12 hours in patients with normal renal function. Lisinopril is removed by
haemodialysis.

3- Indications

For the treatment of hypertension: Cavired 10 may be used as monotherapy or in |
combination with other classes of antihypertensive agents such as thiazide diuretics,
alpha-blockers, or calcium channel blockers...

For the treatment ofsgnnptnmatlc heart fmlu.m Itisusedi in wnjunctlon with cardiac
glycosides and diuretics in the e heart failure
resistant to or inadequately controlled by can:huc egcos:des or diurefics,

For the tr of acute m | infarction: It may be used in wnjl.m::tion with
thrombolytic agents. aspirin, and/or bela -blockers to UTIprDVE survival in patients with
acute my ion who are h dy ically stable, Therapy with lisinopril

should be initiated within 24 hours of myocardial infarction,

For the of renal plications of diab mellitus: In normotensive insulin-

dependent and hypertensive non-insulin-dependent diabetes mellitus patients, who have |
incipient nephropathy ck ized by microalb Cavired 10 reduces urinary |
albumin excretion rate. |

4- Recommended dose and mode of administration

Adults:
Hypertension:
- The initial dosage of lisinopril is 5-10 mg once daily. Dosage of the drug should be
del.lsled according to the patient's clinical responses.
- The dosage of lisinopril: 20-40 mg once daily.
Dosage adf in patients with hyper ion and renal impairment: For patients with
creatinine clearance = 10 mL/min < 30 mL/min, the first dose is 5 mg once daily, For
patients with creatinine clearance < 10 mL/min (usually on hemodialysis) the
recommended initial dose is 2.5 mg once daily. The dosage may be titrated upward until
blood pressure is controlled or to a maximum of 40 mg once daily.
Congestive heart failure:
- The initial dosage of lisinopril is 2.5-5 mg once daily. Dosage of the drug should be
adjusted according to the patient's clinical responses.
- The maintenance dosage of lisinopril: 10-20 mg once daily.
Dasage adjusiment in patients with heart failure and renal impairment or hyponatremia: |
In patients with serum sodium < 130 mEq/L or moderate to creatinine clearance < 30 |
mL/min or serum creatinine > 3 mg/dL, therapy with Cavired 10 should be initiated at a |
dose of 2.5 mg once a day under close medical 151

|
|
Dosage ‘

SUpervigion. |
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Sau nhdi mdu co :im:a}lg cling véi thudc tan huygt khéi, ;épiri’n ']'iéu'ﬂ"lé.;v;_- =
thude chen beta.
- Liéu khéi déu: Ding 5 mg lisinopril trong vong 24 gi sau khi cac trigu
chimg ciia nhdi mau co tim xay ra, tiép theo sau 24 va 48 git ding lidu twong
img 5 va 10 mg.
- Licu duy tri 10 mg/ngay, diéu trj lién tyc trong 6 tudn.
Biéu chinh liéu ¢ bénh nhdn nhdi mdu co tim kém suy than: Trong truémg hop
nhdi mau co tim cdp, nén khéi ddu diéu trj than trong & bénh nhin c bét thuimg
chirc ning thiin (ndng 43 creatinin huyét thanh khéng virgt qua 2 mg/dL). Viée

| diéu chinh li¢u & ngwdi bénh nhdi mau co tim kém suy thin ndng chira duge lugng

gid.

Bénh thén do dat thdo dieéng: O bénh nhan dai théo duémg phy thude insulin co
huyét 4p binh thuémg, liéu hang ngay 1a 10 mg lisinopril, 1 Iin/ngay, c thé ting
1én 20 mg, 1 lin/ngédy, néu cin thiét, dé dat dwge huyét 4p tim tnrong & t thé
ngdi dudi 75 mmHg. O bénh nhin déi thao dwimg khéng phu thude insulin bj ting
huyét dp, ding phac dé liéu lrgng nhur trén dé dat dén huyét ap tim trrong & tr
thé ngdi dirdi 90 mmHg.

@ bénh nhan suy thin (43 thanh thai creatinin < 80 ml/phit), lidu khai ddu
lisinopril nén dugc diéu chinh theo d thanh thai creatinin cia bénh nhan.

Tré em: Chura xéc dinh dwgc ddy dit hiéu qua va d6 an toan ciia thude.
Cich diing
C6 thé ubng thube ciing hodic khéng ciing véi bita &n,

5- Chéing chi djnh
Qué min véi lisinopril hofic céc thude irc ché men chuyén angiotensin (ACE) khac
hay bat ky thanh phin ndo ciia thudc.

Tign sir phit mach do ding thudc irc ché men chuyén,
Phii mach di truyén hofic v6 can.

Hep 1 ddng mach chii, hodic bénh co tim téc nghén,
Hep ddng mach théin hai bén hofic mét bén.

Phy nir c6 thai,

6- Luru ¥ va thin trgng

Sir dung thudc thin trong trén nhimg bénh nhén bj hep ddng mach thin, bénh nhan
suy thdn hay suy gan,

O nhimg bénh nhén bj giam thé tich ndi mach c6 thé xay ra tut huyét ép, nén diéu
chinh tinh trang ny trwde khi diing thude hogc ding liéu khoi ddu thép hon,
Ngubi dang c6 bénh thin hodc diing liéu cao nén dugc theo dai protein niéu déu
dan. Xét nghiém déu din s lwong bach cdu 1 cdn thiét d6i v6i ngudi b bénh
colagen mach hodic nguini dimg thudc irc ché mién dich.

Ngudi bi suy tim hodic ngwéi c6 nhiéu kha nang mit mudi hay nudc (thi du ding
thubc ciing véi thudc lyi tiéu hodc cimg véi phan) co thé b ha huyét ép tridu
chimg trong giai doan déu diéu trj bing thudc tre ché enzym chuyén, Vi viy, vige
diéu trj nén biit diu dudi sy gidm st y khoa chét ché, dimg liéu thép dé giam thiéu
tac dung nay.

Vi tinh trang tang kali huyét c6 thé xdy ra, diic bigt & ngudi gia va bénh nhin suy
thin, nén tranh ding dong thoi véi cac thudc loi tiéu gii kali.

Sié:ung cho tré em: Chua xdc dinh dugc ddy di hiéu qua va d¢ an todn cia
th

Sir dyng trén phy nir ¢6 thai: Thudc nay c6 thé gay hai nghiém trong cho tré con
trong bung me, dic biét trong 3 thang giira va 3 thang cudi cia thai ky. Khong
ding lisinopril cho ngcub'i mang thai. Néu dang ding thude ma phat hién cé thai thi
ciing phai ngimg thude ngay.,

Sir dyng trén phy nir dang cho con bi: Chua dwoc biét lisinopril ¢6 bai tiét
trong sira ngudi hay khang. Do céc thudce irc ché men chuyén co thé gay tic dung
phu nghiém trong cho tré bi me, nén quyét dinh ngimg cho con bi hofic ngimg
thude ¢o cin nhic dén tim quan trong cia viée ding thudc ddi vai ngudi me.

Anh hwéng cia _thuﬁc 1én khi niing diéu khién tiu xe vi vin hinh miy méc:
Thudc niy cé thé giy chéng mat hofic mét méi. Khong 14 xe, sir dung may mée
hay lam bdt ky cdng viéc nao ddi hoi sy tinh tao tnrdic khi ban chic chin ring ban
cd thé thyc hign nhimg cng viéc d6 mét cach an toan.

7- Twong téc cia thude véi cac thube khéc va cdc dgng trong thc khic

Diing ddng ther lisinopril véi céc thube chng tang huyét ap khac cé thé lam tang
tac dung ha huyét 4p ciia lisinopril.

Cic thubc cwmg giao cam va chéng viém khéng steroid, dic biét 1 indometacin
cé thé lam giam tac dung ha huyét ap cia lisinopril,

Tée dung tang kali huyét hiép dong co thé xdy ra khi ding lisinopril déng théi voi
céic thude lam tang kali huyét nhir thude lgi tidu giir kali, céc ché phém bé sung
kali hogic mudi chira kali.

Néng d trong huyét thanh va dc tinh cia lithi ting cé héi phyc khi ding déng
thési cic thude irc ché men chuyén vai lithi.

Lisinopril cé thé lam tang nong dé va déc tinh cia digoxin khi ding ddng thari,
Estrogen gdy i dich c6 thé lam ting huyét ap.

8- Tic dyng khéng mong mudn

Thutmg gdp (ADR > 1%)
- Todn thin: Nhirc diu.
- Hé hap: Ho khan kéo dai.
it aiip (0,1% < ADR < 1%)

R {fier myocardial infarction:

,

R
p

il is used in

junction with thrombolytic agents,
aspirin, and beta-blockers.
- The initial dosage: a 5-mg dose of lisinopril should be given within 24 hours of onset
of symptoms of myocardial infarction followed by a 5- and 10-mg dose 24 and 48
hours later, respectively.

- The ge: a mai dosage of 10 mg daily should be used;
lisinopril therapy should be continued for 6 weeks,
Dosage adji in pati with

acute myocardial infarction, treatment with Cavired 10 should be initiated with caution in
patients with evidence of renal dysfunction (serum creatinine concentration exceeding 2

mg/dL). No eval of dosing adj dial infarcti i
severe renal impairment has been performed.

in my

|

dial infarction with renal impairment. In ‘
p with ‘

|

Diabetic nephropathy: In nc ive insulin-depend mellitus pati the
daily dose is 10 mg lisinopril once daily which can be increased to 20 mg once daily, if
necessary, to achieve a sitting diastolic blood pressure <75 mm Hg,. In hypertensive non-
insulin-dependent diat mellitus patients, the dose schedule is as previously
mentioned to achieve a sitting diastolic blood pressure <90 mm Hg.

In cases of renal impairment (creatinine clearance <80 mL/min), the initial lisinopril
dosage should be adjusted according to the patient's inine ¢l as ioned
previously,

Children: Efficacy and safety in children have not been fully established.

Mode of administration

The tablets may be taken by mouth, with or without food.

5- Contraindications

VT itivity to lisinopril or angi converting enzyme inhibitor or any
ingredient of the product.
History of angioedema related to previous with an converting
enzyme inhibitor,

Hereditary or idiopathic angioedema, |
Aortic stenosis, or obstructive cardiomyopathy. |
Unilateral or bilateral renal artery stenosis. |
Pregnancy. |

6- Warnings and precautions

It should be used with caution in patients with renal artery stenosis, renal impairment or
hepatic impairment.
Patients with intravascular volume depletion may experience hypotension; volume
depletion should be corrected before starting therapy, or a low initial dose should be used.
Patients with existing renal disease or taking high doses should be monitored regularly
for proteinuria. Regular white blood cell counts may be necessary in patients with
collagen vascular disorders or in patients receiving immunosuppressive therapy.
Patients with heart failure or patients who are likely to be sodium or water depleted (for |
example, those receiving treatment with diuretics or dialysis) may experience
symptomatic hypotension during the initial stages of ACE inhibitor therapy. Tr
should therefore be started under close medical supervision, using a low dose to minimise
this effect.
Since hyperkalaemia may occur, serum-potassi ions should be monitored,
especially in the elderly and pati with renal impai and the itant use of
potassi paring diuretics should g Ily be avoided.
Use in children: Efficacy and safety in children have not been fully established.
Use in pregnancy: This drug can cause serious harm to an unborn baby if used during
pregnancy, especially during the 2™ and 3™ trimesters of pregnancy. It is not

ded for pregr When y is confinned, the treatment with
lisinopril should be discontinued as soon as possible.
Use in lactation: Lisinopril is distributed into milkin rats; not known whether the drug is
distributed into milk in humans. Because of the potential for serious adverse reactions to
ACE inhibitors in nursing infants, a decision should be made whether to discontinue
nursing or discontinue the drug, taking into account the importance of the drug to the

mother, |
|
Effects on the ability to drive or operate machinery: This drug may make you dizzy or |

tired. Do not drive, use machinery, or do any activity that requires alertness until you are |
sure you can perform such activities safely.

7- Interactions with other medicine and other forms of interaction

Concomitant use of lisinopril with other antihypertensive agents may increase the

hypotensive effects of lisinopril.

S homimetics and N ry Drugs (NSAIDs), especially

in may pe antihypertensive effects of lisinopril.

An additive hyperkalaemic effect is possible with drugs that can cause hyperkalaemia
i ; F ; R

idal Anti-infl

bt o

such as p i paring , P P or pe g salt
substitutes.

Reversible increases in serum lithium concentrations and toxicity have been reported
during cc i ion of ACE inhibitors with lithium.

Concomitant use of ACE inhibitors with digoxin may increase concentrations and
toxicity of digoxin.
Fluid retention caused by estrogen may lead to hypertension.

8- Undesirable effects

Commonly (ADR > 1%
- Systemic: Headach

)

W e
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Tiéu hoa: Budn ndn, mat vi gide, tiéu chay.
Tuén hoan: Ha huyét &p.

- Da: Ban da, may day c6 thé ngira hodic khéng.

- Khéc: Mét moi, protein niu, st hodc dau khap.

Hiém gap (ADR < 0,1%)

- Mach: Phi mach.

- Chit dién giai: Tang kali huyét,

- Thin kinh: Li Iin, kich ddng, cam gic kim chim hoéc té bi.
Hé hip: Ther ngén, kho thé, dau ngye.
Mau: Gidm bach cdu trung tinh, mét bach céu hat.
Gan: Dgc v6i gan, vang da, & mét, hoai tir gan va tdn thwong té bao gan.
Tuy: Viém tyy.

Ngumg sir dung va hoi § kién béc 5T néu ban gdp bdt ky tnedng hop nao sau ddy:
simg mfit, mdi, miéng hay hong c thé gay kho nudt hay kho thé, phi ngira da,
ngdt, vang da vahodc vang mét.

Théng bio cho bic si nhimg tic dyng khong mong mudn gdp phai khi sir
dyng thude.

9- Qui li¢u va xir tri

Triéu chimg: Bidu hign qué lidu c6 thé 13 ha huyér dp.

Xir trf: Cach diéu tri thong thubmg i truyén tinh mach dung dich muéi ding
triramg, Co thé logi bo lisinopril bing thim phan méu,

10- Dgng bio ché va déng goi

Hdp 2 vi x 14 vién nén; Hop 3 vi x 10 vién nén.

11- Bio quén:
Béo quan noi khé réo, tranh anh séng, nhiét 49 khéng qua 30°C.
12- Tiéu chuiin chit legng: USP 34.

13- Han ding: 36 thang ké tir ngdy san xudt,

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

Y

San xuft boi: CONG TY CO PHAN DUGC PHAM GLOMED
Dia chi: 6 35 Dai Ld Ty Do, KCN Viét Nam — Singapore, thj xa Thugin An, tinh
Binh Duong.
BT: 0650.3768823

Fax: 0650,3769094 /,.

- Respiratory tract; Persistent dry cough.
Occasionally (0,1% < ADR < 1%)
- Gl tract: Nausea, loss of appetite, diarrhea.
- Systemic: Hypotension. |
- Skin: skin rash, urticaria with or without itching,
Others: Lassitude, proteinuria, fever or arthralgia.
Rarely (ADR < 0,1%)
- Vessel: Angioedema. |
- Electrolytes: hyperkalaemia.
- Nervous system: Confusion, agitation, stinging sensation or
- Respiratory tract; Short breath, difficulty in breathing, chest pain. [
- Blood: Leucopenia, agranulocytosis.
- Liver: hepatotoxicity, jaundice, chol is, liver
damage.
- Pancreas: Pancreatitis,
Stop use and ask a doctor if you have any of the following cases: swelling of the face,
lips, mouth or throat, which may cause difficulty in swallowing or breathing, itchy [
swellings on the skin, fainting, yellowing of the skin and/or eyes.

is and hepatocellular

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

9- Overdose and treatment

Symptoms: The most likely ifestation of dosage would be hypot

Tr The usual would be intravenous infusion of normal saline solution,
Lisinopril can be removed by hemodialysis.

10- Dosage forms and packaging available
Box of 2 blisters of 14 tablets; Box of 3 blisters of 10 tablets.
11- Storage: Y

Store at the temperature not more than 30°C, in a dry place, pm!wm'l li
12- Specification: USP 34.

13- Sheif-life: 36 hs from f

ing date.

PRESCRIPTION ONLY
KEEP OUT OF REACH OF CHILDR
READ CAREFULLY THE LEAFLET BE
FOR MORE INFORMATION, CONSULT YOURPHYSICIAN

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 |

PHO CYC TRUONG




