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To huong din s& dung

R,-Thu6c bAn theo don

TOLUCOMBI 40 MG/12.5 MG TABLETS
TOLUCOMEI gO MG/12.5 MG TABLETS

Telm isartan/Hyd roch loroth iazide
DC xa tim tay tr6_em .

Dgc k! hudng ddn sr? dgng tru6c khi ddrng .

Thinh phln: tvt6ivien n6n ch0a :

Dugc ch6t:
Tolucombi 40 mgl12.5 mg tablets: 40 mg telmisartan vd 1z,s mg
hydrochlorothiazide.
Tolucombi 80 mgl12.5 mg tablets: 80 mg telmisartan vd 12,s mg
hydrochlorothiazide.
T6 duoc: Meglumine, natri hydroxide, povidone K30, lactose monohydrate,
sorbitol, magnesium stearate , mannitol, mannitol DC, ferric oxide red (E122),
hydroxypropyJcellulose, colloidalsilica anhydrous, sodium stearylfumarate.
DAng bio ch6: Vien n6n.
Chidinh:
Dieu triting huyr0t 6p vo cin.
Tolucombi voi lieu ket hEp. dugc chi dinh d nguoi trudng thinh khong hodn todn
ki6m so6t ducrc huy6t 6p ntiu chidung telmisartin
Cich dung,li6u ding:
C6ch dung:
Tolucombi u6ng m6i ngiy 1 vi6n voi nuoc, c6 the u6ng crirng hoic kh6ng cung thoc
in.
Li6u dung:
Tolucombi duqc chi dinh d nguoi trudng thanh khong hodn toin ki6m sodt duqc
huydt 6p neu chi dtng telmisartan. Dung li6u don trilieu O6i vOi m6i tnann pnan
dyoc khuyQn c6o truoc khi dung ti6u ket.hqp c6 olnn. Khi thich hEp, thay o6itrpc
tiep thdnh lieu ket hop co th6 duEc cAn nhic.
- Tolucombi 40112.5m9 n6n duoc dung mQt l6n/ngdy tr6n b€nh nh6n khong hodn
todn kiem so6t duoc huyet ap khitelmisirtan  0 mg.
- Tolucombi 80/12.5m9 ndn duoc dung mQt lan/ngiy tr6n bQnh nhan kh6ng hodn
todn kir5m soAt duoc huy6t ap khitelmisirtan 80 mg.
NhOng truong hqp ddc bi€t:
- B6nh nhin suy thin: NOn theo d6i dinh kV ch0c ning thQn.
- Benh nhan suy gan: Tron benh nhan suy gan vua vd nhe, li6u lugng kh6ng n6n
vuot qua Tolucombi 40mgl12;Smg/ngdy. Tolucombi khong duEc chi dinh cho b€nh
nhan suy gan nf ng. cac thu6c nhom thiazide n6n thin tr[ng dung qllo bgnh nh6nsuych0cninggan. f >. ,'i- ,-.'.1 j.: r
- Nrg"cyi cao tu-6"i: Khong cAn dieu chinh ti6u. f , .1 

- '. 'ft 
\BI'

- T16 em vA thanh thi6u ni€n: DO an todn vd hi€u qud crla Tolucon{b;i cnua Orroc idc I
dinh trdn tr6 em vd thanh thi6u ni6n duoi 18 tu6i.
Ch6ng chidinh:
- Nhay cdm vcvi hoat chdt chinh hodc voi c6ct6 dugc.
- Nhay cdm voi din xudt sulphonamide (hydrochlorothiazide ld d5n xuSt c0a
sulphonamide).
- Quf haivi quf ba cria thai ki.
- ROi loan gay u m?t vd tic ngh6n duong mQt.
- Suy gan n{ng.
- Suy thin n4ng ( d0 thanh thdi.creatinin <30 ml/phut)..
- Ha kali huy6t,.ting canxi huy6t khOng dap Ong voi di6u tri.
- Phoi hEp thuoc voi aliskiren.
- Benh nh6n d6i th6o duong ho{c suy gidm chOc ndng thin GFR<60m1 phuUl,73
m2.
Cinh b6o vi thf n trgng:

Suy gan:
Khong dung Tolucombicho bQnh nhAn biroiloan u mflt, tic ngh6n dyong mflt hoic
suy gan n{ng vi telmisartan phAn l0n duEc dio thdi qua m?t. Co tne thSy d0 thanh
thditelmisartan qua gan gidm d nhOng bQnh nhAn ndy.
Tolucombi n6n duEc d.ung vcri sU thin trong tr6n b€nh nhdn suy ch0c ning gan
hoic benh gan dang tien trien, vi chi co nh0ng thay d6i nh6 c6n bing nudc vd dien
gidi c0ng co th6 dAn d6n hon m6 gan. Chua co kinh nghiQm lAm sing doi voi
Tolucombi tr6n bQnh nhAn suy gan.
Tinq huy6t 6p do dong mach thin:
C6 kha ndng ldm ting nguy ccr hE huyet 6p ning vd suy th?n khi bQnh nhAn c6 hgp
dQng mEch th4n hai.ben hoic hep dOlg mach th0n den qud thf n duy nhSt dang con
ch0c ning duoc dieu trl vcvi c6c thu6c gAy dnh hudng d6n he renin-angiotensin-
aldosterone.
Suy thAn vd gh6p thin:
Khong dung Tolucombi tr6n b6nh nhdn suy thQn nang (t6c dO thanh thdi creatinine <
30 ml/phrit).Chua co kinh nghiem v6 vi€c dirng Tolucombi tr6n b€nh nhAn suy th?n
nfng ho{c voi bQnh nhAn mdi ghep thQn.Kinh nghiQm vcvi Tolucombi con it tr6n
bQnh nh6n suy thAn nhe vd vua, vi th6 viQc theo d6i nong dQ kali, creatinin vi acid
uric.huydt thanh dinh kV duEc khuyen c6o. Chung ting nito huyet li6n quan d6n
thu6c lqitieu thiazide co the xdy ra tr6n bQnh nhAn suy chOc ning thQn.
Mdtthetich noimach:
Hq huyet gp tr1eu ch0ng, dac biQt sau li6u thu6c ddu ti6n, co the xdy ra tr6n,bQnh
nhdn bi mAt th6 tich vA/hoic mdt natri do li€u phap lqi ti6u qu6 manh, ki6ng muoi qu6
nghiOm ngit, ti6u chdy ho{c non mrira. Nhirng tinh trqng nhu vQy n6n dugc khic
phqctrucrc khi cho dung Tolucombi.

Ting aldosterone nguy6n phit:
!!1n nlan g6 t1lg. aldosterone nguyOn ph6t thuong khong d6p ong voi c6c thuiic
cnong tang huyet 6p_th.ong qua t6c dgrng oc cne ne renin-ingiotesin. vi tn6 k6ong
khuy6n c6o sr] dung Tolucombi .

duong co
uOng. D6i th6o duong tiem 5n c6 the

th6 cdn di6u chinh I

dung nap glucose. Tr6n b6nh nh6n d6i th6o
sulin hoic cdc th_u6c ha duong huytit duong
trd thinh thUc the trong qu6 trinn Oi-eu tri ban6

Hgp van d6ng mach chri
C0ng nhu ddi voi c5c th
hep van dQng mach chri

vd van hai 16

u6c gAy giSn
hodc van hai

qieT
reu tn

,5 mg vi 338 mg
6c ndry d nh0ng

, b6nh ccy tim phi d4itSc ngh6n:
r mEch kh6c, cAn tuu !i dai biet
16, hodc bQnh co tim phi daitSc

d6n b€nh nh6n
ngh6n.

Li€u phap thiazide c6 ldm

thiazide

hdm luqng 40112 sorbitol d6i voihim lugng 80/12,5 mg
co benh lf ditruy6n hi6m gaP bat

Ting nong.dQ choleslerol.vi triglicerid co li6n quan den li6u phap lqitir5u thiazide,
tuv nhien rdt it no;c hau nhu ch-ua c6 t6c dung nhu vQy o"q";JJ.i;.,-Ji;lia;i';s
mg ch0a trong Tolucombi .

Ting uro nuyet co the xdy ra hoic benh g0t co the xudt hiQn tr6n mot vdi b€nh nhan
dang dung liQu phap thiazide.
CAn bdno di6n oiii:
D_Oi voi_bat ky bQnh.nhan nio dtng tiQu phap thiazide, vi6c ki6m tra dinh k! c6c chdt
diQn gidi trong huy6t thanh phdi duqc thuc'hien theo'nhonjinoangihri'gi..1hi.n
hEp
c6c thu6c thiazide, bao.gom cd hydrochlorothiazide, co the gay m6t cdn binq nuoc
vd diQn gidi (hE kati huyet,. ha natri huy6t vd nhi6m ki6m do ni c'ro nrveii. r.rncr-r.ii,
hi6u cdnh b6o m5t can bins nuoc diQn gidita rno mieng, kh;i t6L, ;s,rli; "d5;
ngri, khong yen, dau co ho6c vqp b6, y6.u co, gidm huy?t ap, inieii ,igr,'ii, ,nii,
1!'ranh vd nhong r6i roan duong tieu noinnu uu6"n non n5a. nbn ,.n,r".

Y3. d.Y ha kali huy6t co the xudt nien khi dung cac tnu6c lqi tieu tniazioe, viQc di6u tridong thcrivoitetmisartan co the tam gidm k[d ning hq kati huy6t o"tnrol lqiiid.
llg,il?^",l?.111!:{et s6 cao nndt treriuenh nh6n *ds"n, tren.bbnh nnan dans ffirn.uoc tErtreu nhanh, trentQnJr.n!,rn 0319 ou chua drl c6c chSt diQn gidi qm durn!
uong vi tren b€nh nhan dieu tridorlg thoivoicorticosteroio hoacAclH ilg";rii
dg 

"g 
che d6i f hang crla c6c th .u thd-angiotensin-lt (AT1) bdi thdnh ph6n tetmisartan

c0a Tolucombi , tinh trEng ting kati huiet c6 th6 rbv ,r. nra. o, su tinq katihuv6t
mdt cdch dang ke trdn tdm sdnd chua duoc qhi nh6n voifof ucomO-il;;;id;i6;"';
co dfin d6n ting-kali huy$t bao gom.suy thQn vA/ho{c suy tim vd d6ith6o tluong. 

- -

C6cthu6c tEiii6u giir kali, caCch5t U6 sung kali hoic c6c mu6i c6 chfa kali n6n

duqc ph6i h.qp dung mOt c6ch thQn trqng v0iTolucombi.
Kh$nd co bing chOng ia Tolucombi sE Iam gidm hoic ngin ngua.ha natri nuy$t Oo

thu6c lqi tieu. Sr,r thieu hUt clo (Clo) thucrng nhg vd thuong khOng cAn di6u tri.

C6c thiazide co thti lirm gi6m dao thii canxi qua.ducrng ni6u vd gfly ting nhe, tam
thoi canxi huy6tthanh trong di6u kien khong co roi loEn chuyGn h6a canxinio kh6c.
Tdng canxi nuyet d6ng keio the la bing ch0ng cia chrlng cuong tuydn cQn gi6p

5n. dac thiazid-e nen duqc ngirng srl dung truoc khi ti6n hdnh c5c x6t nghiQm ch0c
ning tuy(5n cqn gi6p.
C6c thiazide d5 cho thAy lam ting ddo thdi magi6 qua duong ti6u, c6 tnd O5n den ha

magi6 huyet.
Sorbitol:
[Eu nang ngay t6ida duqc khuy6n c6o cr]a Tolucombic6 ch0a 169 mg sorbitold6i

-1

n6n dung thu bQnh nhin
ung nqpfructose

Lactose:
LEu nang ngay t6i da duEc khuy6n c6o crla Tolucombi co chfa 112 mg lactose
monohyd rate trong hdm lugng 40l12,Smgvd 80/12,5m9.
Khong n6n dirng thu6c ndy d nhirng bQnh nhAn c6 benh lf di truyOn hiem gap b5t
dung nqp galactose vidU nhu bdnh galactoza m6u.
NhOng ch0 f,kh6c:
Co"fih" b't ky thu6c ch6ng tdng huy6t 6p nAo kh5c, ha nuyet ap qu6 muc tr6n
nhfng hFnh nh6n co.b6nh tim thi6u m6u cqc b0 hoac bQnh tim mach thi6u mau cqc
oq coine dan d6n nhdi mau co tim hoic dot quy.
Todn th6n:
frf f'ung pfran Ong qu6 m5n voi hydrochlorothiazide c6 the xdy ra tr6n b€nh nhAn co

noac [hong co tien sir di ung ho{c hen ph6 qudn, nhung co nhitiu khd ning xiy ra

hon d6i volOenn nhdn co tien sfr nhu vfy. Tinh trqng trAm trgng l6n hodc kich hoat
cia bQnh lupus ban d6 he th6ng dd tung duEc b6o c6o d6i voi viQc ding c5cthuOc
lEi tieu thiazide, bao gilm hydrochlorothiazide.
iac tr,rong hqp phdn Ong vdi 6nh s6ng d6 duEc b6o c6o voi thu6c lqitieu thiazide.
Ng;;;i;Xi. ,i,ig roi ,nf, sang xdy ra-trons di'eu tri, nen nguns diou tri. N6u cli6u tri

lai ld c6n thiet, khuy@n c6o bdo ve kh6i 6nh sSng m{t troi hodc tia UVA nhAn tao.
CAn thi cdp tinh vd tdng nhdn 5p goc dong:-

@ionamioec6the.gayr?o.|ra.ng19ri6ng,d5nd6nc0nthi
cdp tinh tho6ng qua vd tdng nhdn 6p goc dong c5p tinh. TriQu chfng bao g6m khdi
ph6t cap tinh crla gidm thi lUc hodc dau mit vd di6n hinh.trong vong vii gio d6n vdi

iuAn tu kni O6t Oau Onng thu6c. Ting nhin 6p g6c dong cdp tinh kh$ng di6u tri co th6

d5n den m6t tni lqrc vTnh vi6n. Ngung hydrochlorothiazide cing nhanh cang tot.

Phucrng ph6p dieu_tri y tO hoac phSu thuit ngqy_ c-6 th6 dugc c6n nhic.ngrY l9y.?p
lqrc nOi nhan cau v5n kh6ng ki6m so5t duEc. Nh0ng y6u t0 nguy co lam phSt tri6n
bQnh ting nhin 6p goc hep cdp tinh d5n d6n llch srl di rlng sulfonamide hoic
penicillin.
Phg nCrc6thaivi cho con b0:
Thoi kj'mangthai

https://nhathuocngocanh.com/



,,1!r9ng srir dung c6c chdt Oc che thu the angiotensin ll trong su6t thoi ki' mang thai.
Khong.co cac do tiey day d0 ve vidc s& du-ng Totucombi dpnu no mang thai, nhung
cho thdy c5c dnh hudng gAy dqc thai ngh6n.

!a1.o.chuno.oicn 1e 
hqc li6n quan dtin nguy co gQy quai thai sau khitiep xoc voi c6c

chdt uc ch6 thu the angiotensin lltrong su6t quf d6u c0a thai ki khong dugc k6t lu6n;
tyv nhien gia ting.ngu! 

"" 
rnong tnejoaitru. Trong khi kh6nj .o oo'r,e"bi"n ia-nt"

dugc ki6m so5t v6 nguy c.o cia o5i kh6ng thu theingiotensin ll, r0i ro tuong tu co
the tdn taitrong nnom tnu6c nay. phu no c? dtr tlinh ming tnainen.nrvBn r""ng=.a"
liQu phap di6u tri ting huytit 6p thay the da co do lieu anlodn.duqc chung mirih srl
dqng trong thai ky tru phi.viec tiep tuc.sir d.ung c6c cndt e6i khang thu th6
Anglotensinll dugc cin nhic lA that su_cAn thiet.Khiduoc chdn do6n riang thai,
non dung di6u tri thu6c o6t rnang thu th6 angiotensin ri.gry tap to"lra, *,itnitn
hEp, li€u ph6p di6u tri thay the nen Ouqc bit diu.
Da biet sir dr.rng c6c thuSc uc che thq the angiotensin ll trong ba th6ng gi0a vd ba
th.alg cuoi gay dqc cho thai nhi d nguoi (suy gidm choc ning than, thieu 6i, cham
:6j h6:.lgp s9) y? gdy doc cho tr6 so sinh (s_uy than, nuyetap trdp, ting kati huy6t).
Dd xuAt hi6n dnh hudng tu ba th6ng gi0a cia thaiky khi srl dung'c5c cndt O6i *rahg
thu tne angiotensin ll, khuyen cao nen sleu am ki6m tra choc n-ing lhQn va hOp sq.
T16 so sinh c0a nh0ng bd m9 di6u tri voi c5c cnSt O5i kh6ng thu tne angiotensin ll
nOn ducyc theo d6i vi6c huy6t 6p thSp mQt c6ch chit ch6.
Cdc thiazide qua duEc hdng rdo nhau thai vd xudt hiQn trong m5u dAy r6n. Thu6c co
th6 gay roi loan diQn gidl d bdo thai vd c6c phdn ong kh6c di gip tren nguoi ton. cic
truong hop gidm.tieu cAu scv sinh, vAng da thai nhi hoac so siirfr Oa Ouqi Oao c6o d6i
voi viQc di6u tri bing thiazide trong thoi ki'thai ngh6n.
Hydrochlorothiazide dung hqn chti trong su6t thai ki, dfc biQt trong quf d6u ti6n.
Thieu nhOng nghiEn c0u tr6n dOng vQt. Hydrochlorothiazide qua duqc-nhau thai.
Dua tr6n co ch6 duqc lf cria hydrochlorothiazide trong su6t quf hai vd quf ba cia
thai ki co tne t-am g_idm.truy6n m6u qua thai nhid5n de-n vdng dj, r6i loqn c'6n bang
diQn gidivd gidm tieu cAu.

th6o duong co the ducrc yOu cAu.
l\4etformin: Metformin duEc sir dUng vcyi khuy6n cAo: nguy co nhi6m toan acid lactic
gAy ra bdigidm ch0c ning th?n co the lien quan d6n hydrochlorothiazide. . .. :
C6c loai nhLra cholestyramine vi colestipol: sr,r hdp thu hydrochlorothiazide co th6
bi gi6m khi co mit c6c loai nhUa trao doi anion.
C?c thu6c Fh6ng viem kholg steroid: NSAIDs (vi du aicd acetylsalicylic voi phAc dO

di6u tri ah6ng v,em, Oc cne COX-2 vd NSAIDs kh0ng chuy6n biet co thd gidm lqi
ti6u,.natri nieu va ha huyet 5p cria c6c thu6c lqi tieu thiazidevd t6c dqrng ch6ng ting
huyet 6p cta c6c thu6c O6i fnang thu the angiotensin ll.
O mQtvai b6nh nhAn co ch0c nang thqn bi tdn thuong (vi dU bQnh nh6n bi m5t nuoc
hoic bOnh nhAn cao tu6i co ch0c ning than bi t6n thuong) , dung kgt hqP O6i fnang
thu the angiotensin ll vd t6c nhAn uc chtS cyclo-oxygenase co the d5n d6n suy gidm
hcvn n[va chuc ning thin, bao g6m suy thOn cdp, thucrng n6i phuc. Do do sr,r.k6t hgp
n6n duEc dung thf n trgng, dac biet ld ngucri gia. Benh nhdn dugc cung cAp nuoc
dAy d0 vd cdn nhic theo Ooi cn*c nSng thOn siu khi Oit Oau di6u trl k6t hEp vd dinh
ki sau do.
Trong mgt nghi6n c0u dung fet nqp telmisartan vi ramipril d5n toi ting 2,5 lAn

AUC0-24 vd Cmax cia ramipril vi ramiprilat. Chua bi6t duqc li6n quan lAm sdng

Hydrochlorothiazide kh0ng n6n duEc sr) dqrng.cho phu
gidm th6 tich huyet tucrng vi gidmtruy6n m6u chotrong thai ki vi nguy co ldm

nO trong thai ki, cao huyet ap

nhi, khong co lcyicho chOng benh ndy
Hyd rochlorothiazide khong duEc srl d e Oieu tri cao h 5p vo cin d phu nO

ap (vi dU noradrenaline): t6c dqrng c0a c6c amine ldm

t6c dUng c0a c6c
thu co duEc tdng cudng bdi hydrochlorothiazide

viQc di6u chinh
ti c5c c ha axit uric co nth vi hydrochloroth iazide c6 th6 lim ting
nong dQ axit uric huyet thanh. Dung d6ng thoi voi thiazide c6 the lam ting nguy ccr

lEi thiazide bdigidm nhu dQng ruQtvd d0lam r6ng da diry.
Thiazide co th6ldm ting nguy cot6cdqng phU do amantadine gAY ra

Thiazides co th
I
e

ldm gidm sU bdi qua thfn c0a nh[rng sdn m gAy dqc bdo vi dnh hudng den
Khong co thong tin lien quan vo s& dqrng Tolucombi trong thoi gian cho con b0,
Tolucombi khong duqc khuyen c6o vi thay the di6u tri vOi tieu pnap t6t hcyn duoc
thi6t lAp cho b6nh nhAn dang cho con b0, dac biet le dang nuOi tr6 scy sinh ho{c tr6
sinh non.
Hydrochlorothiazide.baititlt luEng nh6 vdo s0a me. Thiazides litiu cao gAy lEitieu
mqnh co the han ch6 baitiet sira. Srl dqrng Tolucombitrong thoi gian ch6 ion bu la
fhong duEc khuy6n c6o. N6u s& dqrng tolicombi trong tho'igian cho con b0 thi nen
ha th6p li6u d6n muc co th6.
Khd ndng sinh sdn
Chua thr,rc hien c6c nghi6n cuu vd khd ning slnh sdn tren nguoi.
frong c5c nghiOn cou tien lam sdng, khong quan s6t thZy dnh hudng ndo c0a
Tolucombitren khd ning sinh sdn & cd nam gioivd nCr gioi.
Anh hu&ng cria tnui5cl6n rhi ning liixe-v? v11.nq"ntr q6y m6c
Ci-rurir co nghi6n cuu nio vd tac ciung c0a thuOc o-Oi v0i khi rrang lal xe va van hanh
m6y moc duEc thqrc hi6n. Tuy nhi6n,.khi l6i xe hofc v6n hinh m6y moc n6n luu 1i
ring cdm gi6c cho6ng v6ng ho{c buon ngri d6i khi co the xdy ra t<nt dang dieu tii
chong ting huy6t 6p.
Tuong t6c, tuong ky c0a thu5c:
Lithium,: Tinh trang tdng nding do lithium huyet thanh vd dQc tinh crla lithium co thd
phUc hoidi dugc b6o c6o trong qu6-trinh dung dong thcri lithium voi c5c thu6c uc
ch6 men chuy6n.angiotensin. rvOt s5 truong hgp_ c0ng dE duEc b6o c6o khi dung
chung vcvi chAt doi khSng thu the angiotensin ll ke cd telmisartan. Hon nfia, t6c d6
thanh th-di qy3ll?n crla lithium bi gidm do c6c thiazide do do nguy co ngQ d6c lithium
co th6 ting khi dung Tolucombi. Lithium vd Tolucombi chi n6n dung dong thoi duoi
sgr gi5m s6t v6 y tti va cAn theo d6i nong do lithium huytit thanh trong qualrinh dCrng
dong thoi.
C6gthu6c kh6c ldm gidm nong do kali va ha kali huyet:(vi du thu6c lcyitieu kaliuretic,
thuoc nhuQn trdng, corticosteroids, ACTH (hoc m0n adrenocorticotropic),
amphotericin, carbenoxolone, penicillin G sodium, salicylic acid vd odn xudt).
N6u.nhirng thuOc ndy duqc ke don.cung voirolucombi, cAn theo d6inong dQ kali
huy6t tuong. Nh0ng thuoc ndy co the ldrm ting t6c dung c0a hydrochlorothiazide l6n
kalihuy6t.

mang thai ngoaitru nhOng truong hop ldr nhirng di6u tr! kh6c khong th6 dung
Thoi kj,cho con bu

C6c thuoc kh6c lAm ting n6ng d0 kali vd ting kali huyet:
hAm bO sung kali

u
or

thu6c Oc ch6 men
thay the cht?a kali,chuy6n, thu6c lqi

(vid
ti6u tiet kiQm kali, thuc p ,ffiu

cyclosporin c6c sdn phdm duEc I ieu kh6c nhu heparin natri).e hoic
thu5cNOu nhOng ndy duEc kd dcyn cung vdiTolucombi, cAn theo d6i nong dQ kali

huy6t tuong. Dqra

t6c dr;ng Oc ch6 tty cOa ch0ng.
DUa tren dic tinh duEc lf nOiO tne duEc dLr ki6n ring nh0ng thu6c.sau co th6 ting
t6c dqrng ha huyet 5p cria cdc thu6c ch5ng tdng huydt Ap bao g6m telmisartan:
Baclofen, amifostine.
Hcvn n0a, hq huyet ap the dung co the nqng th6m do dung ru'qu, thu6c an thAn,

thu6c ng0 hoic ch6ng trAm cdm.
T6c dqng. khong mong mu6n:
Tom tit ho so an todn
C6c phdn Ong.phu thucrng gap nhSt ld ch6ng mat. Pht mqch nghidm trgng hiem gap
((=l t 10,000 ddn < 1 /1,000).
iin sudt chung crla phdn ung phU duqc b5o c6o vcyiTolucombi dusc so s6nh vdi

tlong.lgg cdo dung ri6ng telmisartan trong c6c thr? nghiem ngdu nhi6n ti6n quanddn 1471 bQnh nh6n ng5u nhi6n nhan termisartan cing'rri XtJr;;nr"r"ini#io"
(853) hoac tetmisartan (696). phdn ong phrr ti6n quan d6_n"ti6u kh'6ng o"9," ihiEirapvd cho thdy khong co m6i tr.rong quai voigioi tinh, Gi iiay cnnng toc crla b6nhnhAn.
Bdng tom tdt c6c phdn Ong phu c0a thu6c
Phdn ung phu dugc b ao.ca9 trong.c6c th.} nghiQm r6m sdng vd xdy ra thuong xuyen
1g. Il.I 0:9?l voi termisaf?1. [et hEp hydiochrorothiazid-e .o ,&i girt"."". ile,.hien thi duoi d6y theo tung h6 th6ng co quan.

?han ylg phq duEc biet oen td xdy ra voi nling thdnh ph6n don t6.l[*ng di kh6ng
d.uEc thay trong c6c thir nghigm lam. sdng co thd x6y ra kni oieu trivoiTotu-c;;b;.-'
Nhirng phdn Ong phqr duEc sdp xep theo tdn s6 i<ay ra nhr

I:l/1t',!"g.tq gFp Flrioo toi<1i.10)lkhons lhru,i,g-gaoiiil';eb'?#:?ri33ihiem gqp (=1/10,000 toi<1t1,000); rdt niem gap (.rlrO,OO'Oj, inOng bietOZ. itn[.gthe dAnh gi6 tu c6c s6 ti6u c6 s5n).

Ilqtg mdi nh6m,.phdn Ong phqr duEc sip xep theo thu tu giim d6n
Nhi6m trung vd nhi6m kf sinh trirng
- Hi6m g{p.vi6m phd qudn, vi6m hong, vi6m xoang
R6iloan h0 mi6n dich
- Hyem gip: tdm tram trong hoac kh&i dau b€nh rupus ban d6 h€ th6ng
- Kh6ng thuong gip: ha kati m6u
- Hi6m gip:ting acid uric m6u, ha natrim6u
Roiloan tAm thAn
- Khong thuong gdp: lo Au
- Hiem gap:srly nhuoc
Roi loan h0 th6n kinh
- Thuong gdp: hoa mdt, chong mit
- Kh6ng thuong gip: ngAt, di cdm
-_liem gaRlch0ng mdt ng0, r6i toan giSc ng0
Roiloan mit
- Hiem gdp: r6i loan thi gi6c, t6m nhin bi mo
Roi loan taivd m6 dao
- Kh6ng thuong gip: ch6ng mit
R6iloantim mach

_ryh6ng thuong gdp:tim dQp nhanh, toan nhiptim
R6iloan tim mach

_{lOng !hyolg gap: ha huyet dp,.ha nuyet ap th6 dr}ng
Roi loan ho hdp, nguc va trung th6t'
- Khong thuong gqp: kho thd
-^l]ig, gfp: suy h0 hdp (bao gdm viem ph6iva phir ph6i)
RoiloEn da ddy ruQt:
- Kl.ong thuong gf p:ti6u chdy, kho mi€ng, dAy hoi
-llt9, gf p: dau bung, t6o bon, kho ti6u, non, viem Oq Oay
Roiloan gan mft
- Hi6m gip: chOc ndng gan bdtthuong/r6iloqn gan,

ung d
hi6m

tr6n kinh nghiQm dtng c6c loai thu
vi6c dung dong thoi c6c thu6c d
khong duoc khuy6n c6o.

6c kh6c
tr6n c6

cne ne
ng kali

uyet

c6 t6c dqng tlc
th6 ddn d6n ti

haloperidol, droperidol)
- Kh6c (vi dtl bepridil, cisapride, diphemanil, erythromycin lV, halofantrin,
m izolastin, pentam id i ne, sparfloxaci ne, terfenadine, vincamine lV. )
Glycosidtim: Ha kali vd magi6 huyet do thiazide tao di6u kiQn thuQn lcyi cho xudt nien
loEn nhip tim do digitalis.
Digo.xin: khitelmisartan dtng d6ng thoi voi digoxin, th6y tdng trung binh cia n6ng
d0 dinh ld (49%) v.a nolg d0 day(20%), viOc theo ddi digoxin nuyet tucrng n6n duoi
xem x6t. Khi bitddu di6u chinh, vd ngung telmisartan, n6n gi6m s6t nOng d6 digoxin
de duy tri nong dO trong khodng dieuiri. -

Thu6c ha 6p kh6c: Telmisartan co the tdng t6c dung ha huyet ap crla c6c thu6c h4 ap
kh5c.
Thu6c tri d6i th6o duong (thu6c u6ng vi insulin): di6u chinh liiiu crla thu6c tri ddi

a.

tang bdithiazide.
co th6 ting sinh khd dung cia

i
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R6i loan da vi c6c mo ducyi da
- Hi6m g{p: phu mqch (c0ng gay tir vong), ban d6, bQnh ngua, rat, d6 m6 nOi nhi6u,
mdy day.
R6i loan co xtlong, mo li6n k6t va xucyng
- Khong thuong gip: dau lung, co thit co, dau co
- Hi6m gip: dau khop, vop b6, dau tay ch6n
R6i loan hQ thong sinh sdn vi v0
- Kh6ng thuong gdp: r5iloan ch0c ning cuong duong
Nh0ng r6i loan chung
- Kh6ng thuong gip: dau nguc
- Hi6m gip: b€nh giong bQnh c0m, dau
Dang nghi6n c0u
- Khong thuong gflp: ting acid uric m6u
- Hi6m gip:ting creatinine m6u, ting creatine phosphokinase m6u, ting enzyme
gan
1: dya tr€n kinh nghiem
2: tlem md td, xem phdn"mo td cac phitn ung phU dugc chgn lgc" thong tin th1m
phdn ung pht)tttngthanh phdn
Phdn Ong phu truoc do duqc b6o c6o voi mQt trong nh[rng thdnh phAn ri6ng co th6
lir phdn rlng pnU voi Tolucombi, thQm chi n6u kho-ng dudc quan's6t tronglnh0ng
nghi6n c0u l6m sing cOa sdn phAm niy.
Telmisartan:

vi6m th?n f6, r6i loan chrjrc ning thQn, glucoza niQu- Khong Oiet Oen
Roi loan chung
- Kh6ng bi€t den

't 3

Mo.te cdc phdn ung phy chgn lgc
- R6i loan gan/chuc ning gan bAtthuong
HAu het c6c truong hqp r6i logn gan/ch

s6t
Dang ng hi6n cuu
- Khong Oiet den: ting triglycerides

telmisartan d5 xdy 19

huy6t
d bOnh nh6n nguoi NhQt

- Nhi6m khudn

Telm
nteu

isartan
qua Knr

Oc ndng gan b6t thuong di dung
\

PHC

telmisartan (41,4%) thuong duEc so s5nh voi gid dugc (43,9
nghiQm duEc ki6m so6t voi gid duqc. Nh0ng phdn Ong phq sau
t6ng hqp tu c6c thrl nghi6m lam sa-ng d bQnh nh6n duEc di6u tri
caoiuy6t 6p hoic Qenh nhan 50 tu6i trd l6n co nguy co cao ve tai t

Nhi6m trung vd nhi6m ki sinh trung
ho h6p trdn, nhi6m trung duong tiet nieu

O nghi6n cuu PRoFESS, ting ti I

ip tim nhanh;
suy

m dien gidi (gidm kali m6u,
m5t nuoc do lqitieu

%) voi nhirng th0 qu5l teu thuong g{p nh6t ta buon non vi ngri
qu6 muc. Nh0ng

Tinh trang gidm kal
d6u hiOu va triQu chOng

i m6u co th6 gav

duqc liQt kO dugc co thit co vd/hoic lim n{ng th6m tlnh trang
g?
rot loan

voitelmisartan do dung ddng thoivoi digitalis glycosides hoic m0t s6 tn an nhip
bi6ntim mach

nhip tim li6n
uoc ch6ng lo

d6n

ld mOt thu6c O6i fnang thu th6 angiotensin
oung ouong uong. tetmisartan chi6m ch6 taivitrigSn k6t

ll (nhomATl) dac hiQu vi co
angiotensin ll

quan vrgc su

Duqc lgc hgc:
Tolucombithu0c nh6m thu6c d6i khang thu the angiotensin ll vi thu6c lqitieu
MSATC: C09DA07

Telmisartan

O nhiSm khu6n huy6t duqc quan s6t th5y.d
the la mOt phat hi0n tinh cd hoic li6n quan d6ntelmisartan so voigid duEc. DAy c6

mOt co ch6 chua dugc bi€t d6n.
- B€nh pn6i re
C6c truong hqp cia benh ph6i kE dE dugc b6o c6o tu viQc dirng telmisartan. Tuy
nhi6n, m6iquan hO nhin qud chua duqcthiet lap.
Qu5 li6u vi c6ch xrltri
Thong tin vti qu6 li€u d nguoi con hqn ch6.
Tri6u chuno:
B'6u hEn n6i bOt nhSt cria qu6 I i6u telmisartan li huy6t 6p th6p vi nh

mrla, ting creatinin huy6t thanh vi th?n cdpchQm nhlp tim, chong mit, non
c0ng co th6 xdy ra.

phdn ung phu xdy ra tuong tqr
.-l l.
I an xuat

,. I | -voitAn so d nhom gid dugc vd b€nh nh6n duEc Qu6 li6u voi hyd
chung cria phdn ung phu duEc b6o c5o voi gidm clo m6u) vd

rochlorothiazide co li6n quan d6n gid
cua

- Kh6ng thuong gip: nhi6m trung duong
bao.gom cd vi6m bing quang
- !ig, g{p: nhiSm trung huy6tbao g6m tt}
- Roi loan m5u vd hQ bqch huy6t
- Khong thuong gip: bQnh thi6u m6u
- Hi6m gip: bach cAu eosin, giSm ti6u c6u
R6i loan h€ miSn dich

Di6utri:
Telmisartan kh6ng duqc loai b6 bing thSm t6ch m6u, bQnh nhin n6n duqctheo d6i
chdt ch6, diAu tri iriQu ch0ng vdr tlieJtr! h6 trE tiry thuOc vdo thoi gian k6 tu l0c h6p
thu thu6c vi d0 ning crla tri6u chung. BiQn phapd6 xu6t bao gdm giy.n6n vua rfra
da diry. Than hoAt co the h0u ich trong diiiu triqu6 lidiu. n6n theo d6i chAt diren gidi vd

creatinin thuong xuyOn.
BQnh nhdn nen Ou6,c theo d6i chit ch6, di6u tri tri€u ch0ng vdr di6u tri h6 trE tuy
thuOc vdo thoi gian ke tu lfc h6p thu thu6c va d0 ning crla triQu ch0ng. C6cchAt
diQn gidi vd creatinin huyet thanh cAn duqc theo doi thuong xuy6n. NEu huy6t 6p

th|p i6y ra, b6nh nhAn n6n duEc ilit d tu the ndm, nhanh chong bu the tich vd mu6i.

C6c
di6u tri voi telmisartan

lo mo

dau khop
n vi ti6t ni

, dau d6y ch

Roiloan
- Khon

vong

- Hiem g{p: Qua m5n cdm, ph6n Ong phdn v€
- R6i toan chuyOn hoa vd dinh du0ng
- Khon g thuong gdp:tdng kai m6u
- Hi6m gip: ha duong huyet (d benh nhAn d6i th6o duong)
n6itoan nhip tim
- Khong thuong gip: nhiptim chim
Roi loan h6 thdn kinh
- Hi6m gqp: ngi
Roiloan ho hAp , l6ng nguc vi trung th6t Ot

Tolucombi ta sU k6! hEp bdi mOt thu6c OOi fnang thU th6 angiotensin ll, telmisartan
vd mOt thu6c lqi tieu thiazide, hydrochlorothiazide. Srr k€t hqp crla nhfrng thdnh
phAn ndy co t6c dlrng ch6ng ting huydt 6p cQng lr,rc lim gidm huy6t 6p d m0c d0 lon
hon so voi chidung m6itnann phAn don 16.

Tolucombi dung m6t lin/ngiy gay gidm huyet ap mQt c6ch higu qud vd 6m diu trong
gi0i hqn li6u di6u tri.- Khong.thuong gdp: ho-

- RAt hi6m gqp: bQnh phoike
Roi loan da diy, ruot
- nteril 9?p: Kno Gnlu s o? qay
R6i toan da vd c6c mo duoida
- Hiem gip: Eczema, ph6t ban do thu6c, ph6t ban do dQc da
R6i Ioan co xr^rong, mo li6n k6t va

ldm tr6m trqng gidm thC tich m6u co the d6n
T6c dqng phU khong rd tAn suSt cOa

uy tOy xuong, gidm bach

voithu th6 AT1 la vitri chiu tr6ch nhi€m cho c6c hoat dQng dugc bi6t cia angiotensin

BEnh nhAn duqc chgn ngSu nhi6n vio m6t trong ba nhom di6u tri sau d6v:
telmisartan 80mg (n 8542), ramipril 10mg (n = 8576), hoic nhom k6t hqp
telmisartan 80mg vi ramipril 't Omg (n = 8502), vd duEc theo d6i trung binh Ie 4,5
nam
Telmisartan c6 hiQu qud ramiprillam gidm ti6u chid6nh gi6 chinh la t6 htuong tqr

nhoi mdu

- Hiem sap
xucvng
ang

R6i I oan thf eu
-Khong thuong gap: suy thin (bao gom suy thQn cdp)
R6i loqn chung
- Kh6ng thuong gip: suy nhuqc
Dang nghi6n c0u
- Hiem gqp: gidm haemoglobin
3: thdm mo tA, xem phAn"mo tA cdc phdn ung phtl dugc chgn lgc"
Hydrochlorothiazide:
Hydrochlorothiazide co the giy ra hoic
den su mdt can bing. diQn gidi.
hydrochlorothiazide bao g6m :

Nhiem trung vd nhi6m ki sinh trung
- Kh6ng bi6td6n: vi6m tuy6n nu0c bqt
n6i toan m6y va he bach huyet
- Khong biet den: thi6u m6u b6t sdn, thi6u m6u tan m6u, s
ciu, m6t bach c6u hqt, gi6m ti6u cdu

- Khong Oiei O6n: bi6ng 5n, gidm in ngon miQng, m5t can bang diQn gidi, tang
huy6t, gidm th6 tich m6u

R6i toan hE mi6n dich
- Kho ng Oiet Oen phdn Ong phdn v0, qu6 m5n
R6i loan tietn0i

bi6t- Kho ng d6n: dai th6o duong ki6m soat day d0
R6l loan ch

I
uyen hoa vd dinh du0ng

cholesterolm6u, ting duong
R6i loan tAm thAn
- Kh6ng bietden: mdt ng0

hQ th6n kinh
bi6t d6n:cho6ng v6ng

- Khong
dq day ruQt
bi6t d6n: vi6m tUy, kho chiu da diy

Roiloan

R6i loan mit
- Khong biet den: chung thdy sic vdng (Xanthopsia), c?n thi cdp tinh, ting nhSn 6p
go.c
Roi

dong cip tinh
loan mqch m6u

Oi6t een: vi6m mqch hoait0- Khong
Roiloan

9NJARG_ET (ONgoing Telmisartan Alone and in Combination with Ramiprit Gtobat
Enfpoint Trial - Nghien c0u da qu6c gia trong di6u tritetmisartan don tri iieu;tk6i
hEp voi ramipril) so s6nh hi6u qud crla telmisartan, ramipril va k6i noo oirrl
telmisartan vi ramipril tr6n 25620 bgnh nh6n tu 55 tu6itrd t6n co ti6n srl Oehir dono
mach vinh, dOt quy, bQnh mach mdu ngoqi bi€n, hoic d6i th6o duong co i6i
thuong 99 g.uql dich (vi 9u Benh v6ng mqc, phi dqi th6t trai, atbumin ni6u vi the
hoic dai the), la nhong d6u hi€u ti6u bi6u cria nhirng b€nh nh6n co nguy co tim
mach cao.

gan m6t
Ui6t O6n: vdng da tqi te Oao gan, vdng da O m?t- Khong

Roiloan da vi c6c mo duoi da
- Khong Oiet Oen' hOi chrung nhu I

m6 nhi6mvi6m mach, hoaitfr bi6u
R6iloan mO li6n Xetvir xuong

upus ban d6, phdn Ong nhqy cdm voi 6nh s6ng,
d0c

uot- Khong
Roiloan

coxuong,.
bi6td6n:y.6
thin vd ti6t nreu trl vong tr6n tim mqch, co tim khong gay t& vong, dgt quy khong giy

EP
trir
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Hvdrochlorothiazide: Hydrochlorothiazide Clugc gin kCt 68% voi protein trong

nuyettucrng vir the ticn phAn b6la 0,83 - 1,14 l/kg'

?:rflr;:l:;'u.ro. chuy6n hoa bdi su ri€n h.qp lrinlr thdnh.acvlglucuronide khons.co

hoat tinh dugc tV. Glucuronide cria h-o. p .naibOc fa sdn.phim-thuv6n ho6 duy nhAt

dusc x6c dinh d nguoi. sau mot fieu t"i.jJJriilia; 14C,. olucuronide chi6m

khodns 11% hoattinh phons xa do cluqc#ildAiy:ln^-gfcvtochrome P450

iio"nr-yr" kh0ng tham gia vio qud trinh-chuy6n hoatelmtslT'n
Hydroihlorothiazide: khong b! chuy6n hoa trong co the nguol'

Thditru: ria- +?^k -^ar-r r.rair in 14c, hau hct lieu
Telmisartan: sau khiti6m tinh mach hoic u6ng telmis{ln gj

duns ( > s7%)du-o.c dio thdi ra pnan qua i'Iiiij '-ai ,C,nil."rt 
luonq nh6 tim thav

trong nuoc ti6u. TOc dO diro thii telmisatt;; tt;;g nuyet tucmo todn-phAn sau khi

u6ng thu6c ta > l SOO mt/ph6t. Thoi gian Ul" intiia. 6ung crja telmisartan la > 20

[x8ifff:Jf]'-",:'fJ;:yl--ffi:#1"'liTfJ]tlgi?li,lll:"ffi1irx'Ilffixi Plfirocnoro*razoe:4n""..""?!n"',lliJoJiinfil,"{#i"l}f!?3;'d1,*
sung nuy6t) cho tnly ft-s,i x a nn?. oi,nrit"lmis;a; va 17,0 % d nh6m gid duqc tieu. Khoeng 60% lieu uong duq.c

voi;Ot[iF nguy ni6ni o.ilz 1ss v" cto,at --1.05, p = 0,22)]. c6 bens chong;hoth5v dO thanh thei qua than rhoan
lqi icn cia iet;i6artan so voigie duqc d tiCu ct'iitr6i f,qp it ,i 

"6p "-,:a 
tO v6ng do tim hydrochlorothiazide la 10-15 gid.

mach. nhdi mau cq tim khona gdy tO vong, va ih6i mair cq tim kh6ng gay tO vong Cac trudlo hoo di9 biet:

lli; j:i,f :i:r'3;;33;rh;*i1?l#lrl?,1S1r31!s,?!ons 
ve rei rch trcn ti e o 

3"#'fffr"fl"r:';',1; ,ermisarran kh6ns khac nhau sioa nsuoi cao tu6i va nhons

Ho va phi, mach drroc bao cao it hon d benh nhan diCu tr!telmisartan so voi ramipril, ngudiduol ti5luol.

ilslflji'':il'::i'"'f,'l::'.:3:li'".'##il:?JlT,'""1i:rfil;;Hsirampr ho{cm6 Sllllllnuon-nn,r.--."i;.1rT.f;;ffiHfiilf,i1ff"fjfr"qrrfJtH
telmi;rtan. Ti, vong do tim m?ch vit& vong do mai nguye; nhan cao hqn ve s6 nam Tuy nhien trong c6c nghicn '

ii;;il;;;1, A;if n-silii"Ita-"d ii iri.i:i["il .eJ, Jy G". hthryct ap va nsSt uns vd tiuv6t ap-hoac tans ti e hr

d nrr6'm ptr6itrqp. VivAi t6t trsp te]misartan va ramipritid6;s duqci<nuyEn cao d pheidieu chinh lieu dtng. C6 xu h

O nghian cou PRoFESS"Prevention Regimen For Effectively avoiding Second , \ lemseng.

il18ffi;;fl:';,"Ji!'1fl.'flllliljl'l*1'[6,h[:Xji'"X',",:[[i0,];J:bHq,j!ls\B::',flil,Y{'l!f,';'.""."friit$m$,ffif$r$liflitffi
vqi 0,49 %iRR'1 ,43 (9s % ttrodng tin c4y i.oo- 2,06)l; ti E cec trudng hqp hl, vong\= \ghiem tr6n nhong bCnh nhan s!
o" 

"iie. irlng hi,v6idi [6,rs d-;Ej;s #"ti;ha,j rdig telm[artan td,ai %) 
"o 

rdi \!o mirpnut, trung binh khoans 50

b€nh nhdn duis sia duqc fOIr O "Z"l tn-n z,Oz tss t iho"ang tin ei r , i+ - S,Z6)1. Ca" ielmisartan kh6ng .tuqc loaitru.l
qran iiiin6v tj,is iiie iulir,ign 

"ti 
nni6. titrng nuy6t tiSn quan Oen viQc sri' dung le dao thei hydrochlorothiazide b

tl,rrnis-ort"n 61rdia ptainienLo frbinoa"rien qu'an 6en m6tiocn6 chuadugc bi& nhan c6 t6c dO thanh thdi creati

den hvdrochlorothiazide tang En Tr
Hai nghien cou ngeu nhien ldn duqc ki6m so5t ONTARGET va VA NEPHRON-D thdi gian ban hiy khoeng 34 gid'
da kiSm tra s.} duna k6t hEp rrc ch6 men chuven AcE va oc chc thu thd ansiotensin 

3flili",J"T,{rt?,i; ,gnh nhan suy gan cho -1ay 
c6 su tens sinh kh-a duns tuvct.I6i

oNTARGET nghien cuu trcn bgnh nhen c6 tialn so v6 tim mach va tai bicn, hoac ti6u ioi!l;' ioo{. ihd, gi;n ban h0v kh6;g thay d6i t}en benh nhan suv gan'

dudng turp 2 [em bl6n ch0ng ii6u duong. VA NEPHROND nghicn cuu tren nhong Quycechd6ng g6i
benh ;ha';ticu duong tuyp 2-va d6itheo audng. Nhong nghic; cou ndy chi ra ring HOp 4 vix 7 vi6n n6n'
kh6ng c6 dnh huong nghiem treng En thAn va/hoac tim m?ch va ti tQ to vong, tron! 6i{, rii" ua. qra", rten dung, ti6u chu5n ch't luqng cta thu6c 

. .. -.
khi ouan s5t thdv Eno nouv co tano kali m6u t6n thuona than cap tinh va/hoac ha DiAu ki6n bao qudn: Ba" qua" tt'ii-o-"ofi' n-oii-rro rloinoang mat' tranh enh seng'

huvdt 6o vai nt'irno tec-tiih duoc'iuc tuono tu. k6t oud-c0no chi ra rinq c6 su licn nhiCt dO duoi 30'c.
qrln crio cac ctrjt,iJir'6nCe vi ,li cr'6 ir'dti6 insiit n"in'it. Ntrons intt rli ctr6 Halllog: 2 nem k6 ti, ngav sa,n xuet.

---,^^--^,-^ ,, .., J.T,:i.::-:^-:-;.--:::ij;.-.-: ;'i;;';;'; ri-i.r^ ^rr, r"^-^. i,h^-A--,.{r
^vE 

Yd s! lrs u,v u,e e,,g,uLe,,rn,E ,, Y, u,E ^,,v,,9,,s,, uuvu Js ue,,g ue"g ure' u .'EuL"ud"e"orruv,,g
nh0ng benh nhan d,itheodudng. .
ALTITUDE la nghiCn cl1u duqc thiet kc dd dAnh gia lqi lch khi dirng aliskir_en chung
vdi thu6c l,c ch6 ACE hoAc Oc chai thu the angiotensin ll d benh nhan bi tiCu arud-ng Sin xudt bdi:

l,.I|iH,lflijiiJl,I:lX!i;i?:ll#l"l,f;i#ffi,?!1i13,[.ii#l1li',Tii] xnm,6ti.ln6rib'r,aesro Dins ky b&i:

quy xey ra thuong xuyen hon d nh6m sl}. dvng aliskken, so vdi-nhdm dung gid Smarjeska cesta 6, - * D
:ilS;;:il""X'ii il,lXilX"!'li:TflS'rtil3,liiil1y;lffiiiH"?,1i,1,1fl!li3i 85ol Nolo mesto, sLovEN,A rEr{AMyD PHARMAcoRp.

vong hoic nhfp vi6n vi suy tim sung huy6t. Ti le ti6u chi chinh lA tuong duong d
nhom dtng telmisartan (16,7o/o), ramipril (16,5%) vi telmisartan ket hqp voi ramipril
(16,3%). Tf lQ nguy co & nh6m dung telmisartan so vcyi nhom ramipril la 1 ,01 (97 ,SYo
Cl 0,93 - 1,10, p (kh0ng thua k6m) - 0,0019 voi mOc 1,13).Ti lQ tt} vong do mQi
nguy6n nhAn tuong Ong ld 11 ,6 % vd 11 ,8 % d benh nhAn di6u tri voi telmisartan va
ramipril.
Ket qud cho thSy Telmisartan c6 hiQu qud tuong duong vdi ramipriltrong ti6u chithu
c5p dugc cu the truoc, gom t6 hEp tir vong do tim mach, nhOi mau co tim khong giy
tr) vong, dOt quy khong gay trl vong [0,99 (97 ,5% Cl 0,90 - 1,08), p (khong thua k6m)
= 0,00041, ti6u chi chinh trong nghi6n cuu tham khdo HOPE li nghiOn c0u x5c dinh
hi€u qud crira ramiprilso v0i gid dugc.
Nghien c0u TRANSCEND sip x6p ngSu nhi6n bQnh nh6n khong dung nqp ACE I

voi c6c ti6u chi bao him kh6c tuong tu nhu ONTARGET voitelmisartan 80 mg
(n=2954) hoic gid duoc (n=2972).Thcvi gian trung binh l6n den 4 nim 8 th6ng.

vcyi nhom dung gid duqc.
Hydrochlorothiazide
Hydrochlorothiazide ld thu6c lqi tieu thiazide. Co ch6 t6c dgrng hq huyet 6p khong
duqc Ulet Oen. Nh0ng thu6c lqi tieu co dnh hudng d6n ccv cne tai hdp thu cn5t Oien
gidi cia cndt Oien gidi, trErc ti6p ldm tdng bai tiet natri vd chloride voi luEng xdp xi
tuong duong. Thuoc loi.ti6u hydrochlorothiazide lim gidm thr0 tich huy6t tuong,
ting hoat dQng renin huy6t tuong, tdng bai tir0t aldosterone, v0i sqr gig ting kali ni6u
va m6t carbonate, vd gidm kali huy6t thanh. Co 16 thOng qua he th6ng chen k6nh
renin-angiotensin-aldosterone, chidinh dong thcri cia telmisartan co khuynh huong
ddo nguEc m5t kali khi ket hgp voithu6c lqitieu. Voi hydrochlorothiazide, khdiddu
bdi niQu xity ratrong 2 gicr, vd t6c dqng toi da xdy ra khodng 4 gio, trong khit6c dQng
keo ddi x6p xi6 d6n 12 gicr.

C6c nghi6n c0u dich td hOc di cho thAy dieu tri ldu ddrivcri hydrochlorothiazide ldm
gidm nguy co tfr vong tim mach va b€nh tQt.

Nh0ng t6c dqrng cia su ket hqp lieu c6 Oinn telmisartan lHCTZtren ti lQ t0 vong vd trl
vong tr6n tim mach ld khong dugc bi6t d6n.
Dugc d.Qng hgc:
Dung dong thcrihydrochlorothiazide vi telmisartan kh6ng dnh hudng O6ivOidugc
dQng hgc c0a moi thuoc.
Hdpthu:
Telmisartan: Sau khi uong cdc nong d0 dinh crla telmisartan dat duEc sau 0,5-1,5
gicr. Sinh khi dqng tuyQt d5i crla telmisartan 40 mglir42% vi '160 mg ldr 58%. ThOc
in ldmgidm nhe sinh kh-d dqng cia telmisartan voi m0c gidm diQn tich duoi duong
cong nting dQ trong huy6t tuong theo thoi gian (AUC).khoing 6% d6ivoi vi6n 40 Tg
vA khodng 19% doi voi li6u 160 mg. Sau 3 gicr c5c nOng d0 trong huy6t tucrng d6u
tuong duong nhau bdt ke telmisartan duEc dung ctng hay khOng c0ng th0c in.
OiOn lich duoi duong cong n6ng dO-thoigian gidm it (AUC) thi khOng lim gidm hiQu
qud di6u tri. Dugc dOng hqc crla telmisartan dung duong u6ng kh6ng tuyen tinh
theo c6c li6u dung tu 20-1.60 mg, voi ting l6n theo ti l0 nong dQ trong huytit tuong
(Cmax va AUC) khi tdng.li6u.. Telmisartan tich lu! khOng dang kO trong huy6t tucrng
khidung thuoc lap lainhi6u 16n.

Hydrochlorothiazide: Sau khi u6ng Tolucombi cAc nong d0 dinh cOa
hydrochlorothiazide dat duEc sau 1 ,0-3,0 gio. Do sU bditiet qua thQn, sinh khd dung
tuyetd6i kho6ng 60%.
PhAn bo:
Telmisartan: Telmisartan gin k6t manh vOi c6c protein huy6t thanh (>99,5%) ch0
yeu ki albumjn vd alpha-acid glycoprotein. Th6 tich phAn ph6i telmisartan khodng
500 lit cho thiy co sqr gin k6t th6m tai mo.
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