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TELMISARTAN + HYDROCHLOROTHIAZIDE

THONG TIN KE TOA ’
THANH PHAN: 1 vién nén chifa 40mg hodc 80 mg telmisartan va 12,5mg
hydrochlorothiazide

CHI DINH: Diéu tri ting huyét 4p vo can. Dang thudc phdi hop liéu c6 dinh
Micardis Plus dugc chi dinh trén bénh nhan khdng hoan toan kiém soat dugc
huyét dp néu chi diing telmisartan hodc hydrochlorothiazide don Ié.

LIEU LUONG VA CACH SU DUNG: Ngudi lén: mot lan/ngdy. Liéu cta
telmisartan ¢ thé dugc diéu chinh tang lén trudc khi chuyén sang diing Micardis
Plus 40/12,5mg. Micardis Plus 40/12,5mg c6 thé dung trén bénh nhan khong
hoan toan kiém sodt huyét ap khi dung Micardis 40mg hodc hydrochlorothiazide.

Micardis Plus 80/12,5mg cd thé dung trén bénh nhan'khong hoan toan kiém sodt -

dugc huyét ap khi dung Micardis 80mg hoac Micardis Plus 40/12,5mg. Hiéu qua
t6i da chdng téng huyét &p thudng dat duoc sau 4-8 tudn diéu tri. C6 thé phdi hop
Micardis Plus véi mot thudc chong tang huyét ap khac. Trén nhiing bénh nhén
tang hu%"ét ap nang, diéu tri bang telmisartan don I v6i liéu t6i 160 mq va diéu
tri phoi hop véi hgdrochlorothiazide 12,5-25 mg/ngay déu ¢6 hiéu qud va dung
nap tot. Micardis Plus cd thé udng cuing hodc khong ciing thic &n.

Suy than: khong nén diing cho bénh nhan suy chiic néng than nang (d6 thanh
thai creatinin < 30 mI/phlit%. Trén bénh nhan suy than vita va nhe khong can phai
diéu chinh liéu. Nén theo doi dinh ky chiic nang than.

Suy gan: Trén bénh nhan suy gan viia va nhe, liéu Iugng khong nén vuot qua
Micardis Plus 40/12,5 mg/ngay, chdng chi dinh cho bénh nhansuy gan nang,
than trong duing cho bénh nhan suy chitc nang gan.

Ngui cao tudi: Khdng can diéu chinh liéu.

Tré em va thanh thiéu pién: Do an toan va hiéu qué ciia Micardis Plus chua
duoc xac dinh trén tré em va thanh thiéu nién dudi 18 tudi.

CHONG CHi DINH: Qua man véi thanh phan c6 hoat tinh hoic bat cif thanh

phan nao trong ta duoc hodc véi cdc dan xudt sulphonamide khac. Phu ni¥ c6

thai; Thai kZ cho con bu; Nhitmg réi loan g‘ﬁ' (f mat va tac nghén dutng mat; Su

gan nang; Suy than nang (tdc do thanh thai creatinin < 30 mL/phit); Ha kali
uyét, tanlg canxi huyét khong dép tng véi diéu tri. Chéng chi dinh sit dun

Micardis Plus v6i aliskiren & bénh nhan dai thdo dudng hodc suy than (GFR < 6

mL/phit/1,73 m?).

CANH BAO DAC BIET VA THAN TRONG KHI DUNG: Suy gan: Khong ding

Micardis Plus cho bénh nhén bj réi loan it mét, tdc nghén dudng mat hodc suy gan

nang vi telmisartan phan |dn dugc dao thai qua mét.

Tang huyét ap do dong mach than: (6 kha nang lam téng nquy co ha huyét

ap nang va suy than khi bénh nhan c6 hep dong mach than hai bén hodc hep

dong mach than dén qua thén duy nhdt dang con chifc ndng dugc diéu tri véi cic

thudc gay dnh hudng dén hé renin-angiotensin-aldosterone.

Suy than va ghép than: Khdng diing Micardis Plus trén bénh nhan suy than

nang (toc dd thanh thdi creatinine < 30 mi/phuit) (xem phan chéng chi dinh).

Phong bé kép hé renin-angiotensin-aldosterone (RAA): nén gidi han su

phong bé kép hé renin-angiotensin-aldosterone (vi du phi hgp thém mot thudc

tic ché men chuyén hodc chit tic ché renin truc tiép aliskiren vdi mot thudc tc ché

thu thé angiotensin Il) trong mét s& trudng hop duoc xéc dinh cu thé cung véi viéc

theo ddi sat chiic nang than (xem Chdng chi dinh).

Tang aldosterone nguyén phat: khong khuyén cdo sir dung Micardis Plus

Hep van dong mach chii va van hai I, bénh co tim phi dai tdc nghén: Cén

luuy ddc biet.

Mat thé tich ndi mach: ha huyét ap triu chiing c6 thé xdy ra vi vy nén khic

phuc mét thé tich ndi mach trudc khi dung Micardis Plus.

Nhﬁng tinh trang khéc cé su kich thich hé renin-angiotensin-aldosterone:

Trén nhing bénh nhén c6 truong lyc mach va chic nénathén phu thudc phén I6n

vao hoat dong ctia hé RAA thi viéc diéu tri véi céc thudic khdc gay anh huéng t6i hé

RAA lién quan dén ha huyét dp cap, tang uré huyét, thiéu niéu hodc hiém khi gay

suy than cdp.

Sorbitol: khong dung & bénh nhan bét dung nap fructose.

Toan than: qua man véi hydrochlorothiazide c6 thé xay ra.

Bénh can thi cap tinh va glaucome goc dong thit phat: nén ngimg diéu tri

hydrochlorothiazide cang nhanh cang tdt.

Tacdung chuyén hoa va ndi tiét: liéu rhép thiazide cd thé lam giam dung nap

glucose, tang ndng do cholesterol va triglicerid.

(an bang dién giai: Viéc diéu tri dong thi vdi telmisartan ¢ thé lam giam kha

nang ha kali huyét do thudc loi tieu. Nguy ca ha kali huyét sé cao nhit trén bénh
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nhan xo gan, trén bénh nhan dang dung thudc lgi tiéu nhanh, trén bénh nhan
dang b chua di cac chdt dién gidi qua dudng udng va trén bénh nhan iiiéu tri
ddng thai vdi corticosteroid hoac Adrenocorticotropic Hormone (ACTH).

N?m}c lai, do ca ché d6i khdng clia céc thu thé angiotensin Il (AT1) béi thanh phn
telmisartan cia Micardis Plus, tinh trang tang kali huyét cd thé xdy ra.

Dai thao dudng: 0 nhiing bénh nhan d4i théo dudng c6 thém mot nglly co tim -

mach, nhu bénh dong mach vanh, nguy co nhéi mau ¢a tim dan dén tivong va ti
vong do bénh tim mach khong duc mong dgi ¢ thé ténﬁ 1én khi diéu tri vdi cic
thudc lam gidm huyét dp nhu nhom ARB va cac thudc tic ché ACE.

Lactose: khdng nén diing Micardis Plus & bénh nhan bét dung nap galactose

ANH HUGNG LEN KHA NANG LAI XE VA VAN HANH MAY MOC: Chua c6 nghién

ciu nao vé tc dung cia thudc ddi vdi khd nang Ii xe va van hanh may moc duoc
thuc hién. Tuy nhién, khi I3i xe hodc van hanh mdy méc nén luu y rc’m% €am gidc
ﬁhoéng vang hodc buén ngu ddi khi c6 thé xdy ra khi dang diéu tri chdng tang
uyét ap.
TUONG TAC THUOC: Lithium va Micardis Plus chi nén ding d6ng thoi duéi su
giém sdt va can theo dai ndng d6 lithium huyét thanh. Tac dung gay mét kali cia
drochlorothiazide dugc lam gidm do tc dung giif kali ctia telmisartan, Viéc
theo doi dinh ky kali huyét thanh dugc khuyén cdo khi Micardis Plus duoc ding
v6i cac thudc bi anh hu&n% béi su rdi loan can bang Kali huyét thanh, vi du
digitalis glycosides, cac thuoc chdng loan nhg) va cdc thudc dugc biét la ¢ kha
nang Eéy xodn dinh “torsades de gointes”. St dung dng thai véi céc thudc khéng
viém khong steroid (NSAIDs) ké ca ASA & liéu cho tac dung khang viém, cic thudc
tic ché COX-2 va cac thudc khéng viém khong steroid khon chon loc o khé nang
gdy suy than cdp trén nhiing bénh nhan bj mat nudc. Cac thudc téc dung trén hé
renin-angiotensin nhu telmisartan c6 thé ¢6 tac dung hiép ddng. Nhiing bénh
nhdn dung dong thdi cé thudc khéng viém khdng steroid va Micardis Plus phdi
dugc b nudc ddy di va theo ddi chiic nang than tir khi bét dau diéu tri két hop.
Ndng d digoxin trongbhuyét tuong tang 20% khi dung phdi hap, két hap ramipril
dan t6i tang 2,5 Ian AUC0-24 va Cmax ctia ramipril va ramiprilat.

Cdcthudc sau cd thé tuang tac véi thudc loi tiéu thiazide: ruou, barbiturate, thuéc

géy nghién: gay ha huyét ap thé diing. (6 thé can chinh liéu thudc chéng dai théo
uong, thudc diéu tri gat. Metformin: nguy cd nhiém toan axit lactic; nhua
cholestyramine va colestipol gay gidm hap thu HCTZ. Digitalis glycoside: loan
nhip tim do digitalis. HCTZ lam ﬁiém tdc dung cta cdc amine lam tang huyét p;
tang tac dung thudc gian co khong khir cuc. Mudi canxi: ndng do canxi huyét
thanh c6 thé tang. Thiazide c6 thé lam tang téac dung tang dudng huyét ciia thudc

chen beta va diazoxide, tang tdc dung phu cta amantadine, gidm bai tiét cia -

thudc gay doc té bao.

KHA NANG SINH SAN, THAI KY VA CHO CON BU: Khéng st dunE cdc chat Gcghé
thu thé angiotensin Il trong sudt ba thang dau thai ky va khong khéi ddu diéutri
trong giai

7 2

thé angiotensin I, va néu thich hap, nén bt ddu sitd

F 3

cac thudc doi khéng b
tri liéu thay thé. Chéng chi dinh sif dung cac chat it ché thu thé angiotey g
trong suét thai ky. Chdng chi dinh diing Micardis Plus trong thai ky cho copdbui.
nqudi, chua rd liéu thudc cd bai tiét ra siia me hay khgng. Cac nghién éiu trén
dong vt cho thdy telmisartan duoc bai tiét trong stra. 0 ngudi, cdc thiazide xust,
hién trong sifa va cd thé ngan cén su tiét sira. L
TAC DUNG PHU: Cac tac dung phu 6 thé gap & dang phéi hgp, tang creatinin;>
tang men gan, tang creatine phosphokinase mau va tang axit uric. Loan nh%p tim),2
nhip tim nhanh. Ngdt/xiu, chéng mat, di cm, réi loan gidc ng, mét nga. Thi lye
bt thudng, nhin mg thoéng[qua. (hén?‘ mat. Bénh Iy ho hap cap (bao gom vié
I)hoi va phu phoi), khd thd. Tieu chy, khd miéng, ddy hai, dau bung, tdo bon, rdj
oan tiéu héa, non, viém da day. Bat thutng chiic nang gan /roi foan gan. P
mach (c6 gdy tit vong), ban d6, nqifa, phét ban, tang tiét mé hdi, may day. Pau
lung, co that co, dau cd, dau khdp, dau chan, chudt rit ¢ chan. Gidm kali méu, giam
natri mau, tang uric mau. Viém phé qudn, viém hong, viém xoang. Tinh trang trém
trong hodc tién trién bénh ban dd lupus hé théng. Ha hu¥étép (ké ca tut huyét ap
tu thé). Dau ngu'c, hoi chiing gidng cim, dau. Bt Iuc. Lo ling, trdm cam.

Ngoaitéc dung phu néu trén, c6 thé gp téc dung phy dugc bdo cdotrén lam sang_/(~

khi diéu tri véi telmisartan hay hydrochlorothiazide don tri.
SAN XUAT TAI: Boehringer Ingelheim Pharma GmbH & Co.KG;
Binger Str. 173, 55216 Ingelheim am Rhein, Dic.
NHA PHAN PHOI CHINH: VIMEDIMEX BINH DUONG, 56 18 L1-2 VSIP|
Dudng s6 3, KCN Viét Nam-Singapore 2, Tha Dau Mét, Binh Ducng.
Ha Nbi PaNang
Toa nha VIT, tang 14 167 Tran Ph
519 Kim Ma, Quan Ba Dinh Tel: 0511-3817404
Tel: 04-35624129 - Fax: 04-35624139 Fax: 0511-3896628

oan thai kz Khi chan dodn la mang thai, nquing téic thi viéc diéu tri yéi .
thu
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