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n Tai liéu théng tin cho cdn b y té

losartan 50mg
losartan 100mg

PHE DUYET
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COZ/INR

losartan50mg
esartan 100mg

THONG TIN SAN PHAM

ER SN AHANH PHAN
M8 vién 145 *6ZAAR 50 mg, G0ZAAR 100 mg dung dudng udng chda hoat chét tuong dng 50
mg, 100mg ic3arian _

CHi BINH

Tang huyét ap
iam va tif von

cho bénh nhan ngudi ldn bj ting huyét ap cé phi dai

that trai

COZAAR cd chi dinh Iam giam nguy cd méc va tif vang do tim mach dugc xic dinh qua ty 1& cac
bién cd phdi hop vé tif vong do tim mach, dat quy, nhdi mau cd tim trén ngudi bénh ting huyét
ap cu phl dai that tréi.

COZAAR cd chi dinh lam cham lai qué trinh dién tién bénh than, dugc xdc dinh qua gidm ty & cdc
bién cd phdi hop vé ting gdp d6i ndng dd creatinine mu, giai doan cudi cia bénh than (can thdm
phan mau hodc ghép than), hodc t vong; va Iam giam protein niéu.

Suy fim man

Diéu tri suy tim man cha bénh nhan ngudi 16n ¢6 chdng chi dinh hadc khang phi hdp véi thudc
ic che men chuyén, dic biét 12 bj ho.

LIEU LUQNG VA CACH DUNG
co mé udng COZAAR liic ddi hodc lic no.

Co thé udng COZAAR cing vdi cac thudc tri tng huyét 4p khic.
Téng huyét dp;

Lidu khdi ddu va duy tri ddi vdi phan I6n ngudi bénh 1a 50 mg, udng mai ngay mot Idn. Téc dung
tdi da diéu tri tang huyét 4p dat dudc 3-6 tudn sau khi bt ddu ding thudc. Tang liéu Ién tdi 100
mg, ngay mét I4n ca thé co ich cho mdt 6 ngudi bénh.

Vdi ngudi bénh gidm thé tich tudn hoan (vi du: ngudi diéu rj thudc Igi tiéu liéu cao), nén xem ¥
ding liéu khdi ddu 1a 25 mg, ngay mét 4n.

Khong cdn phai didu chinh éu khdi ddu cho ngui bénh cao tudi hodc ngudi bénh suy .ndn ké
cd ngudi dang phai thm phan mau. Can xem xét ding liéu thap hdn cha ngudi bénh o tién su
suy gan.

GMMMWMMMMM@M

Tnﬁng thuting, liéu khdi ddu 1a 50 mg COZAAR, udng moi ngay mét ldn. C6 thé thém hy: 'raehlo-
rothiazide liéu thdp va/hodc tang liéu COZAAR Ién 100 mg, ngay mét Idn tiry thude vao da» Gro
trén huyét ap.

ni I h
Thong thudng, liéu khdi ¢du 12 50 mg COZAAR, udng mdi ngay mét I4n. C6 thé tang liéu COZAAR
18n 100 mg, ngay mdt Ian tiry thuge vao dap dng trén huyét ap.

Suy tim man

Liu COZAAR khdi ddu thdng thudng cho bénh nhan suy tim 1a 12,5 mg mét i4n méi ngay. Lidu
nay nén dudc diéu chinh tif tif qua méi tudn, dén liéu tdi da 12 150 mg mot In udng méi ngay tiy
theo sy dung nap clia bénh nhan.

CHONG CHi BINH
Chﬁng chi dinh diing COZAAR d ngudi bénh médn cam vdi bat ky thanh phén ndo cuia san phém nay.
COZAAR khdng dudc ding ddng thdi vdi aliskiren trén bénh nhén tidu dudng

THAN TRONG

Mén cam: phi mach
Ha huyét 4p va mat can bing nudc/ dign gidi

@ ngudi bénh gidm thé tich tudn hoan ca thé xay ra ha huyét 4p c6 triéu chimg.

Thudng gap mat can bing dién gidi trén cic nguti banh suy than

Suy chile ndng gan: can xem xét ding liéu thap han cho ngudi bénh ca tién si suy gan

Suy chidc nang than

Céc thudc khdc tac ddng Ién hé renin-angiotensin déu c6 thé giy ting uré mau va creatinin huyét
thanh & ngudi bénh hep ddng mach than hai bén hodc hep dong mach than d ngudi chi co mét
thdn. Da cd bdo cdo vé cac tac dung phu ndy d ngudi bénh ding COZAAR, nhilng thay ddi chic
nang than nay co thé hdi phyc dugc khi nging thudc.

SU DUNG TRONG THAI KY

CGéc thudc tac ddng tnic tiép trén hé renin-angiotensin cd thé gy ra tn thudng va chét thai dang
phét trién. Khi phat hién c6 thai, phi ngimg COZAAR cang sdm cang tot.

Viéc st dyng céc thudc tac dang trén hé renin-angiotensin trong ba thang gidia va ba thang cudi
cua thai ky lam gidm chie ndng than cua thai, lam tng bénh tat va t vong d thai va tré sd sinh.
Khi phat hién cd thal, phai ngiing GOZAAR cang sdm cang tat

PHU NI CHO CON BU

Chua rd liéu losartan dudc tiét vao siia ngudi me hay khong, quyét dinh hodc ngiing thudc hodc
ngiing cha can bu, can nhdc dén tdm quan trong cua thudc ddi vai me.

DUNG CH
Céc ddc tinh dudc dong ciia losartan da dudc nghién ciu trén 50 bénh nhi tit > 1 thang dén <16

Tailiéu thong tin cho cdn bo y t6

B0 Visa: VN-19256-15

tudi bj tang huyét ap dung thudc méi ngdy mét In véi liéu tif 0,54 - 0,77mg/kg (liéu trung binh).
Vdi nhitng bénh nhi c6 thé nudt dudc vién thude, liéu dude khuyén cao 1a 25 mg 1 lin/ngay & nhiing
bgnh nhan ning =20 kg dén <50 kg. Co thé ting liéu dén tdi da 1a 50 mg ngay 1 Ian. 0 nhing bénh
nhan >50 kg, liéu khdi ddu 1a 50 mg, ngay 1 I4n. C6 thé ting liéu dén 15i da 100 mg, ngay 1 Idn.
Khong khuyén cdo si dyng COZAAR d nhilng bénh nhi c6 d6 loc c4u thin <30 mL/phat/1,73 m2,
d nhiing bénh nhi bj suy gan, hodc @ tré sd sinh vi chua cd di liéu.
sU DYNG CHO NGUOI cA0 TUGI
Trong cdc nghién ctiu [dm sang, khdng co sy khac biét vé mét hiéu qua va an toan cla losartan lién
quan dén tudi tic.
b TUONG TAC THUGC
Qua c4c thu nghiém dude dong hoc 1am sang, khéng ¢ tudng tac thudc cd ¥ nghia ldm sang gu]a
losartan véi cdc thuGc sau: hydrochlorothiazide, digoxin, warfarin, cimetidine, phenobarbital,
ketoconazole va erythramycin, néu ding kém vi cac thudc Igi tiéu gid kali bd sung kali hodc cic
chdt thay thé mudi co chia kali, thi ¢6 thé ddn dén tang kall trong huyét thanh.
Cdn theo doi can than ndng dé lithium huyét thanh néu diing dong thai thudc cd chida mudi lithium
Vi cac thude ddi khang thy thé angiotensin I1.
Tac ddng ha dp cla cac thudc ddi khang thy thé angiotensin Il hodc cdc chét de ché men chuyén
¢6 thé bi gidm bdi cc NSAIDs bao gém cé céc chét ddi khang chon loc COX-2.

TAC DUNG NGOAI Y

Trnng nhiing thit nghiém Idm sang vé ting huyét ap ¢ ddi chiing, nhin chung COZAAR dudc dung
nap tot. Céc tc dung ngoai ¥ vé ban chat thudng nhe va thodng qua, khong can phai ngiing thudc.
i3 1# chung cdc tac dung ngoai ¥ cia COZAAR cd thé so sénh tudng dudng vdi placebo.

Cdc tic dung ngoai ¥ cd fién quan dén thudc hay gap nhat 1 suy nhuge/ mét moi, chodng véng, ha
huyét dp va tang kall mau

C6 thém nhtng tac dung ngoai ¥ sau ddy dudc bao cdo sau khi thude dudc dua ra thi trudng:

(Gua mén: cc prdn dng phan vé, phi mach, ké ca phil thanh quén va thanh mén gy tc dudng thd
va/hodc phis:ad!. méi, hong va/hodc Iudi da dude bao cdo d mdt s6 hiém ngudi bénh dang losartan,
véi nigudi trong -8 ngudi bénh ndy tride do da ting bi phi mach khi ding c4c thudc khac bao gdm
4 chdt (e ché men chuyén. Tiéu hoa: Viém gan (hiém gdp), chifc ndng gan bat thudng, non

Rai inan» (o1 thin hodc tai noi ding thudc: khd chiu

Huv#t "iyc: thiéu méu, gidm tiéu cu (hiém gip)

C0 xudng: dau cd, dau khdp

Hé thang than kinh / tam than: dau nia ddu (Migraine), loan vi gidc

Rdi loan cd quan sinh san va ngye: rdi loan cudng dudng/ bat luc

Hd hdp: ho

Da: may day, ngila, dé da toan than, nhay cam vdi dnh sang

TAC DONG LEN KHA NANG LAl XE VA VAN HANH MAY MOC

Khéng co di liéu ndo cho thdy COZAAR anh hudng Ién khd nang I4i xe va van hanh mdy méc.

. QUA LIEU b
EIBU hign c6 I8 hay gdp nhét cla qud liéu 12 ha huyét 4p va tim d4p nhanh; ciing cd thi xéy ra tam
dap chdm do kich thich thdn kinh phé giao cim (th4n kinh phé vi). Néu ha huyét 4p triéu ching xay
ra, c4n tién hanh cdc bién phap didu tri hd tro.

Khéng thé loai ba losartan hoac chét chuyén hda can hoat tinh ciia losartan bang thdm phin mau.

DANG TRINH BAY

Mél \nén nén COZAAR 50 mg chiia 50 mg losartan kali, dugc dong trong vi 15 vién. Mdi hl)p chua
2 vi hodc 30 vién nén.
Mdi vién nén COZAAR 100 mg chida 100 mg losartan kali, dugc déng trong vi 10 vién. Mai hop chiia
3 vi hodc 30 vién nén.

BAD QUAN
Bao quan dudi 30°C (86°F). Bao quan trong bao bi gdc. Trénh 4nh sdng,

COZAAR 50 mg: San xuét tai Merck Sharp & Dohme Limited
Shotton Lane, Gramlington, Northumberland, NE23 3JU, United Kingdom (Anh).
Dong g6i tai PT Merck Sharp Dohme Pharma Thk.
JI. Raya Pandaan KM 48, Pandaan, Pasuruan, Jawwa Timur, Indonesia.

COZAAR 100 mg: San xudt va dong goi tai Merck Sharp & Dohme Limited
Shotton Lane, Gramlington, Northumberland, NE23 3JU, United Kingdom (Anh).

Nha phén phéi: Phytopharma - 24 Nguy&n Thi Nghia, Quan 1, TP.HCM.
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