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Misarven H 80/25

(Vién nén 2 16p telmisartan va hydroclorothiazid)

Cic dAu hiéu lvu ¥ va khuyén cio:

Poc ki huong ddn ste dung triede khi dimg.

Pé xa tam tay tré em.

Théong hdo ngay cho bac sy hodc dwoc s nhitng tac dung khong mong muon gap phai khi sie
dung thuoc.

Thude nay chi ding theo don thuoc

1. Thanh phin cong thire thude:
M&i vién nén chira:
Thanh phén hoat chat: TelmiSartan .........coeeeseeeessrenseveressesnns 80 mg
Hydroclorothiazid .........ccvenienneneee 25 mg
Thanh phn t4 dugc: Sodium hydroxide (emprove), povidone (plasdone K-25), meglumine, mannitol

(pearlitol 200 SD), magnesium stearate, sodium stearyl fumarate (alubra PG 100), lactose
monohydrate (pharmatose 200 M), ferric oxide yellow (sicovit 10 E172), sodium starch glycolate

(type B).

2. Dang bao ché:

Dang bao ché: vién nén khéng bao 2 lép

MG ta diic diém thude: Vién nén khong bao hai mét 10i, hinh thudn dai, hai 16p, mot mit nhin mau
triing dén tring nga, mit con lai mau vang ¢6 s6 “060”.

3. Chidinh

Diéu tri tang huyét ap vo cin.

Dang k&t hop lidu cé dinh (telmisartan 80 mg + hydroclorothiazid 25 mg) duge chi dinh & bénh nhan
¢6 huyét ap khong thé kiém sodt ddy du khi dung dang két hop telmisartan/hydroclorothiazid 80
mg/12,5 mg (80 mg telmisartan/12,5 mg hydroclorothiazid) hogc ¢ bénh nhén trude day da duoc on
dinh huyét 4p khi dung telmisartan va hydroclorothiazid riéng lé.

4. Liéu ding — C4ch diing

Liéu ding

Telmisartan/hydroclorothiazid nén duge sir dung & bénh nhan ting huyét ap khéng thé kiém soat
bing telmisartan don trj liéu. Nén diéu chinh liéu m&i thanh phn thude trude khi chuyén sang dang
két hop. Khi tinh trang lam sang thich hop, cin nhéc chuyén tryc tiép tir don tri liéu sang dang két
hop.

C;épthé dung telmisartan 80 mg/hydroclorothiazid 25 mg & bénh nhén ¢6 huyét ap khong thé kiém
soat ddy du bang telmisartan 80 mg/hydroclorothiazid 12,5 mg hodc & bénh nhan trude ddy da dugc
on dinh huyét ap khi dung telmisartan va hydroclorothiazid riéng I€.

Déi twong dic bigt

Bénh nhan suy thdn:

Nén theo déi dinh ky chirc niang thén.
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Bénh nhdn suy gan:

G bénh nhan suy gan nhe dén trung binh, liéu dung khong nén vuot quéa telmisartan/
hydroclorothiazid 40 mg/12,5 mg x | lan/ngdy. Khong chi dinh telmisartan/hydroclorothiazid & bénh
nhén suy gan ning. Nén st dung thiazid than trong & nhitng bénh nhén suy giam chic nang gan.
Nguci cao tuoi:

Khong cén diéu chinh liéu.

Tré em: Chua c6 nghién cira vé mirc dd an toan va hiéu qua cla telmisartan/hydroclorothiazid & tré
em va thanh thiéu nién dudi 18 tudi.

Cach dl‘mg

Vién nén telmisartan/hydroclorothiazid: Udng | ldn/ngdy va nén udng véi du nudc, trong hofic ngodi

bira dn.

Luu y xit Iy thube trude khi sic dung
Nén béo quén vién nén telmisartan/hydroclorothiazid trong bao bi kin do tinh hut a am ciia thudc. Nén

str dung ngay khi ldy thudc ra khai vi.
5. Chong chi dinh

e Qué mén véi bit ky thanh phén hoat chit hodc ta dugc nao cla thude.

e Qua man véi céc din xuit ciia sulphonamid khéc (do hydroclorothiazid 1a thude c6 nguén gbe
tr sulphonamid).

e Ba théng giita va ba thang cudi cta thai ky.

e Céc ri loan r mat va tic nghén dudng mat.

e Suy gan nang.

e Suy than ning (dd thanh thai creatinin < 30 mL/phut).

e Ha kali mau dai ding, tang calci mau.
Sir dyng dong thdi telmisartan/hydroclorothiazid va aliskiren bi chéng chi dinh & bénh nhén dai
thao duong hodc suy than (dd loc céu than < 60 mL/phat/1,73 m?).
6. Canh bao va than trong khi ding thude
Phu nir c6 thai
Khong nén khoi diu diéu tr| v6i céc chit doi khang thy thé anglotcnsm Il trong thai ky. Trir khi vige
tiép tuc didu tri v6i cAc thudc dbi khang thu thé angiotensin 11 la can thiét, nhlmg bénh nhén dang du
dinh mang thai nén duge chuyén sang ding cac thude 1am dleu trj ting huyét 4 ap. lhdy thé ma tinh an
toan da dugc xéc 1p ¢ phy nir ¢6 thai. Khi phat hién co thai, cin ngung cac thudc doi khang thy thé
angiotensin II ngay lap tirc va bit ddu cac diéu tri thay thé khi pht hop.
Suy gan
Khéng nén sir dung telmisartan/hydroclorothiazid cho bénh nhan & mat, r6i loan tic nghcn dudng mat
hode suy gan ndng vi telmisartan dugc dao thai cha yéu qua mat. C6 thé xdy ra gidm dao thai
telmisartan qua gan & nhiing bénh nhén nay.
Ngoadi ra, nén sir dung telmlsartanfhydl oclorothiazid than trong & nhitng bénh nhan bi suy chirc ning
gan hodc bénh gan tién trién, do nhing lhay dbi nho trong cén bang nude va dién giai co thé gay hon
mé gan. Khﬁng ¢6 kinh nghiém 14m sang véi telmisartan/hydroclorothiazid & bgnh nhén suy gan.
Tang huyet ap do hep dong mach than
Téng nguy co ha huyet ép néng va suy thén khi bénh nhan bi hep dong mach than hai bén hodc hep
dong mach than vai tinh trang thdn don déc duogc diéu tri bang cac thude tdc dong dén hé renin-
angiotensin-aldosteron.
Suy than va ghép than
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Khéng nén sir dung telmisartan/hydroclorothiazid & bénh nhéan suy than ning (d6 thanh thai creatinin
< 30 ml./phit). Khong ¢6 kinh nghiém vé viéc st dung telmisartan/hydroclorothiazid & bénh nhén
mai ghép than. Kinh nghiém véi telmisartan/hydroclorothiazid con han ché & nhiing bénh nhén suy
thin mirc d6 nhe dén trung binh, do d6, nén giam sat dinh ky nong d¢ kali, creatinin va acid uric
huyét thanh. Tang uré méau do thude loi tiéu thiazid ¢6 thé xdy ra & nhitng bénh nhén suy gidm chirc
nang than.

Giam thé tich ndi mach

Ha huyét 4p c6 triéu chimg, dic biét la sau lidu ddu tién, ¢6 thé xay ra & nhiing bénh nhan giam thé
tich va/hodc giam natri do diéu tri thuée loi tiéu manh, ché @ #n han ché muoi, tiéu chay hodc non
mira. Nén diéu chinh céc tinh trang d6 trude khi dung telmisartan/hydroclorothiazid.

U'c ché kép hé renin-angiotensin-aldosteron )

Da c6 béo co vé viéc dung ddng thai thude tre ché enzym chuyén, thude chen thy the angiotensin IT
hodc aliskiren lam tdng nguy co ha huyét 4p, ting kali mau va suy giam chirc nang thdn (bao gom ca

z

suy than ¢dp). Khéng khuyén cdo viéc tic kép hé renin-angiotensin-aldosteron nhur bﬁng_dl‘mg dong
théi thude trc ché enzym chuyén va thube déi khang thy thé angiotensin I1. Néu diéu i bang viée e
kép duoc cho 14 hoan toan cdn thiét, viéc didu tri nén duge thue hién dudi su gidm sat cua chuyén gia
y té va bénh nhan nén dugc theo di thudng xuyén vé chirc ning théan, dién gidi va huyet ap.

Khéng nén ding déng thoi thube e ché enzym chuyén va thube chen thu thé angiotensin 11 cho bénh
nhan bi bénh than do déi thdo duong.

Cic tinh trang khac véi sw kich thich ciia hé renin-angiotensin-aldosteron

O nhimg bénh nhan ¢6 truong lye mach mau va chirc néng than phu thude cht yéu vao hoat dong cla
hé renin-angiotensin-aldosteron (nhu bénh nhan suy tim sung huy¢t nang hodc bénh thén, bao gom
hep dong mach than), diéu tri v6i cac thude c6 anh huong dén hg ndy gdy ha huyét ap cap tinh, ting
nito mau, thiéu niéu, hodc hiém khi gay suy than cap.

Cwong aldosteron nguyén phat )

Bénh nhan cudng aldosteron nguyén phét thudng s& khong ddp mg voi cac thude ha huyét ap tac
dong thong qua Gc ché hé renin-angiotensin. Do d6, khong khuyen cdo st dung
telmisartan/hydroclorothiazid. )

Hep van déng mach chii va van hai 14, bénh co tim phi dai tic nghén

Nhu véi cac thubce gian mach khéc, dic biét than trong khi chi dinh & nhitng bénh nhéan bj hep dong
mach chii hodc hep van hai 14, hodic bénh co tim phi dai téc nghén.

Anh hwérng chuyén hoa va ndi tiét ) ,

Pidu tri thiazid c6 thé 1am gidm dung nap glucose, trong khi ha duong huyét c6 the xay ra ¢ nhing
bénh nhan dai thao duong dang diéu tri v6i insulin hodc thude uéng ha dudng huyét va telmisartan.
Do d6 nén xem xét theo doi duong huyét & nhiing bénh nhan ndy, c6 thé can phai diéu chinh lieu
insulin hosc thudc didu tri dai thdo dudng khi c6 chi dinh trén 1am sang. Dai thao dudng tiém an co
thé biéu hién rd trong khi diéu tri thiazid.

Tang ndng do cholesterol va triglycerid c6 lién quan viée dimg thude loi tiéu thiazid; tuy nhién, & liéu
12,5 mg trong két hop telmisartan/hydroclorothiazid, c6 anh huong toi thiéu hogc khong énh huong.
Tang acid uric mdu c6 thé xay ra hoic tinh thé git c6 thé lang dong & mot sb bénh nhan dang diéu tri
bang thiazid.

Réi loan dién gidi '

D4i v6i bét ky bénh nhan dugc didu tri bang thuée loi tiéu, nén do dién gidi huyét thanh dinh ky trong
khoang thoi gian thich hgp. ,

Céc thiazid, bao gom hydroclorothiazid, ¢6 thé giy mat cén bang nuéc hodc chat dién gidi (bao gbm
ha kali mau, ha natri mau vé nhiém kiém giam clorid mau). DAu hiéu canh bao ctia roi loan nuée hodc
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dién giai 1a khé miéng, khat nudce, suy nhugc, tho o, budn ngu, bon chon dau co hodc chudt rat, mét
moi co, ha huyét ap, thiéu niéu, nhip tim nhanh, rdi loan tiéu hoa nhu budn nén hodc ndn.

Ha kali mau

Miic du ha kali mau cé thé xay ra khi stir dung thude loi tiéu thiazid, diéu tri déng thdi v6i telmisartan
¢6 thé 1am giam tinh trang ha kali méau do thuéc lgi tiéu. Neguy co ha kali mau Ién hon & bénh nhan
X0 gan, bénh nhéan dang ding thude lgi tiéu nhanh, bénh nhén an udng khong diy du cac chét dién
gidi va nhitng bénh nhan dugc diéu tri ddng thoi vai corticosteroid hodc hormon adrenocorticotropic
(ACTH).

Tang kali mau

Nguoc lai, sw di khang thy thé angiotensin 11 (AT)) béi thanh phdn telmisartan cta
telmisartan/hydroclorothiazid c6 thé gy tang kali mau. Mic du tang kali méu c6 y nghia lam sang
khong dugc ghi nhin voi telmisartan/hydroclor othiazid, cic yéu t6 nguy co cua ting kali mau de
gom suy thin va/hoac suy tim va dai thao dudng. Ncn than trong khi str dung dong thoi thudc loi tiéu
giit kali, cac chét bd sung kali hoiic chét thay thé mudi chira kali véi telmisartan/hydroclorothiazid.

Ha natri méu va nhiém kiém gldll'l clorid

Khéng cé béng ching cho thdy telmisartan/hydroclorothiazid s& lam giam hodc ngan ngtra ha natri
méu do thude loi tiéu gay ra. Giam clorid thudong nhe va khong can diéu tri.

Tang calci mau

Thiazid c6 thé 1am giam bai tiét calei trong nude tiéu va lam ting calci huyét thanh nhe va khong lién
tuc trong truong hop khéng cé cic r01 loan chuyén héa calci duge biét. Tang calei mau 16 rét c6 thé lé
bang chimg Lua cudng can giap tiém an. Nén ngung thiazid trude khi tién hanh céc xét nghiém vé
chirc nang tuyén cén giap.

Gidm magnesi mau

Thiazid da duge chirng minh lam ting bai tiét magnesi qua nudc tiéu, c6 thé din dén giam magnesi
mau.

Lactose monohydrat

Thubc nay cé chira lactose monohydrat. Bénh nhén c6 van dé di truyén hiém gap veé khung dung nap
palactose, lhleu hut Lapp lactase hoiic kém hap thu glucose-galactose khong nén ding thudc nay.
Khic biét vé chiing toc

Nhu véi tht ¢ cdc thube dbi khang thu thé angiotensin 1 khdc, telmisartan dudng nhu it higu qua ha
huyét ap hon & bénh nhén da den so v6i bénh nhan khéng phai da den, ¢6 thé do tinh trang renin thip
¢6 ty 1é cao hon trong dan sb ngudi da den bi ting huyét ap.

Khuyén cdo khac

Nhur bét ky thude tri ting huyet ap nao khéc, ha huyét 4p qua mirc & bénh nhén ¢6 b¢nh tim thiéu mau
cuc bd hodc bénh tim mach thiéu méu cuc bd co thé dan dén nhdi mau co tim hodc dot quy.

Toan thin .
Phéan img qua mén vdi hydroclorothiazid ¢6 thé xay ra & nhitng bénh nhan c6 hodc khong c6 tién st
di g hoic hen phe quan, nhung thudng gip hon & bénh nhén ¢6 tién sir ndy.

Pa ¢6 bao Lr.t(} vé tinh trang xau thém hodc kich hoat lupus ban dé toan thén khi str dung thude li tiéu
thiazid, bao gom hydroclorothiazid.

Di ¢6 bao céo vé cc truong hop phin (mg nhay cam anh sang véi thum, loi tiéu thiazid. Néu xay ra
phd]'l {rng nhay cam anh sang trong khi didu tri, nén ngung thubc. Néu can str dung lai thube lgi ticu,
chn bao vé khoi khu vuc tiép xtic v6i 4nh ndng mét troi hoic tia UVA nhén tao.

Tran dich mang mach, cn thj cAp tinh va ting nhdn ap goc dong

Hydroclorothiazid (HCTZ), mét sulfonamid, c6 thé giy ra phan (mg dic trung, din dén tran dich
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mang mach véi khiém khuyét thi gidc, cén thi thodng qua cAp tinh va ting nhan ap géc déng cap tinh.
Céac trigu chu’ng bao gom su khoi ddu cép tinh ctia g}am thi lyc hogc dau mét va [hucmg Xay ra trong
vong vai gio dén vai tudn sau khi bit diu ding thu6e. Bénh ting nhan dp goc dong cép tinh khéng
duoc diéu tri co thé dan dén mét thj lyc vinh vién. Piéu tri chinh Ia ngimg hydmclm othiazid cang
nhanh cang t6t. C6 thé can cén nhéc diéu tri ndi khoa hodic phiu thuat kip thai néu nhan 4p van khong
kiém so4t duge. Cac yéu td nguy co phét trién bénh tang nhéan ap géc déng cap tinh ¢o thé bao gdm
tién str di img vai sulfonamid hodc penicillin.

Ung thw da khéng hic t6

Tang nguy co ung thu da khong phai khéi u Ac tinh (NMSC) [ung thu bidu md té bao day (BCC) va
ung thu biéu mé té bao vay (SCC)] khi tiép xtc voi lidu lugng tich lily hydroclorothiazid (HCTZ)
ngay cang ting da dugc quan st thy trong hai nghién ciru dich & hge dua trén Co quan dang ky Ung
thu Qudc gia Pan Mach. Cac phan img nhay cam anh sing cia HCTZ co thé déng vai trd nhu mét co
ché kha thi cho NMSC.

Bénh nhan dung HCTZ nén dugc thong bao vé nguy co mic NMSC va dugce khuyén kiém tra da
thudng xuyén dé tim bat ky ton thuvong mdi ndo va bao cdo kip thoi bat ky ton thuong da déng ngos
nao. Cac bign phdp phong ngira ¢é thé cé nhur han ché tiép xuc véi anh ning mit troi va tia UV, tr ong
trwdng hop cé tiép xic, bénh nhin nén dwgc bao vé day du dé glém thiéu nguy co ung thu da. Céc ton
thuong da d4ng ngd cin duge kiém tra nhanh chéng bao gdm kiém tra mé sinh thiét. Viéc sir dung
HCTZ ciing c6 thé can dugc xem xét lai & nhitng bénh nhan da trai qua NMSC trudce do.

7. Sir dung thude cho phu ni¥ ¢é thai va cho con bi

Phu nir ¢6 thai

Khong khuycn cao sur dung thube dbi khang thu thé angiotensin II trong ba thang déau cia thal ky.
Chéng chi dinh ding thubc dbi khang thu thé angiotensin 11 trong ba théng gitra va ba thang cudi clia
thai ky.

Khéng c6 dir liéu day du vé wq:c st dung telmisartan/hydroclorothiazid & phu nir mang thai. Cac
nghién ciru trén dong vét da cho thay c6 doc tinh sinh san.

Vin chua c6 bing chimg dich t& hoc vé nguy co gdy quéi thai sau khi ding thudc irc ché enzym
chuyén di tmng ba thang dau cua thai ky, tuy nhién khéng thé loai trir nguy co nady. Mac du khong
ca dir licu dich te hoc ve nguy co dbi v6i cac thube dbi khang thu thé angmlcnsm 11, nhitng nguy co
trong ty c6 thé ton tai dcn voi nhém thube nay. Trir khi viée tiép tuc diéu tri véi cac thube dbi khang
thyu thé angiotensin II 13 cin thiét, bénh nhan du dinh ¢6 thai nén ddi sang mot liéu phap diéu tri ting
huyét ap khac ma tinh an toan trong thai ky da duoc thiét 1ap. Khi phét hi¢n c6 thai, nén ngung diéu
tri voi thude dbi khang thu thé angiotensin II ngay lap tirc, va néu phi hop, nén bt dau véi mét liéu
phap khac.

Didu tri véi thubc d6i khang thy thé angiotensin 11 trong ba thang giifa va ba thang cudi cua thai ky
gdy ddc cho thai nhi (glém chirc nang than, it nudc b1, cham cdt héa xwong so), gy ddc cho tré so
sinh (suy thén, ha huyet ap, tiang kali huyét).

Néu sir dung thude d6i khang thy thé angiotensin 11 trong ba thang giita cta thai ky, nén siéu am kiém
tra chirc niing thén va xuong so.

Tré so sinh cé me st dung thudc dbi khang thy thé angiotensin 11 nén dugc theo ddi chiit che vé tinh
trang ha huyét ap.

Kinh nghiém sir dyng hydroclorothiazid trong thai ky con han ché, dic biét 1a trong ba thang dau. Céc
nghién ctru trén dong vét 12 khéng du
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Thiazid qua dugce hang rao nhau thai. Dya trén co ché tac dung dugc ly cua hydmclo:othlamd viéc sir
dung hydroclorothiazid trong 3 théng gitta va cudi thai ky ¢6 thé anh huong dcn tudi méu qua nhau
thai va cé thé gdy ra cac anh hudng dén thai nhi va tré so sinh nhu liét rudt, rdi loan cin bang dién
giai va giam tiéu cau. , .
Khong nén str dung hydroclorothiazid diéu trj phit né trong thai ky, ting huyét ap thai ky hogc tién
san gidt do nguy co giam thé tich huyét twong va gidm tudi méu nhau thai, ma khong o tac dung co
loi cho dién tién ciia bénh.

Hydroclorothiazid khong nén duge sir dung diéu tri ting huyét ap nguyén phat & phu nit ¢6 thai ngoai
trlr mdt s6 trudng hop hiém hoi khéng thé sir dung phurong phap diéu tri nio khac.

Phu ni¥ cho con ba

Vi khéng c¢6 thong tin vé viée sir dung telmisartan/hydroclorothiazid trong thoi gian cho con bu,
telmisartan/hydroclorothiazid khﬁng duge khuyén céo, nén wu tién nhiing lya chon diéu tri thay thé
an toan hon da dugc xac lap trong giai doan cho con bu, déc biét trong khi cham soc (ré so sinh va tre
sinh thiéu tharlg

Thiazid xut hién trong sita me v6i lugng nhé. Thiazid & lidu cao gay loi tiéu manh cé thé (rc ché tiét
sita. Khong khuyén céo sir dung te]m1qat'[am’hydroclorothlamd trong thoi ky cho con bu Néu sir dung
telmisartan/hydroclorothiazid trong thori ky cho con bit, nén giit lidu cang thap cang tot.

Kha nang sinh sdn

Trong cic nghién ctu tién 1am sang, khéng ghi nhan telmisartan va hydroclorothiazid ¢6 anh hwéng
trén kha nang sinh san & nam va n.

8. Anh hwéng ciia thudc 1én kha niing lai xe, vin hanh miy moc

Telmisartan/hydroclorothiazid c6 thé anh huéng dén kha ning l4i xe va sir dung mdy méc. Chéng mat
hodc buén ngi d6i khi c6 thé xday ra khi ding liéu phap ha huyét ap nhu
telmisartan/hydroclorothiazid.

9. Tuong tic, twong ky ciia thuée

Twong tic

Lithi

D ¢6 béo céo vé tinh trang ting cé hoi phuc non}, do lithi huyét thanh va ddc tinh trong qua trinh
ding dong thoi lithi véi thude tre ché cnzym chuyen dbi angmtensm Céc trudng hop hiém gap cling
dd duoc bao cdo voi thube doi Lhdng thy thé angiotensin Il (bao  gom ca
telmisartan/hydroclorothiazid). ~ Khong khuyen cdo sir dung dcmg thm lithi  va
telmisartan/hydroclorothiazid. Néu su két hop nay can thiét, nén theo déi can than ndng do lithi huyét
thanh khi sir dung dong thoi.

Cic thude lién quan dén mét kali va hg kali mdu (nhu thude loi tidu mat kali, thuée nhudn trang,
corticosteroid, ACTH, amphotericin, carbenoxolon, penicilin G natri, acid salicylic va cac dan Xuit):
Néu céc thudc nay duoc ké don két hop véi hydroclorothiazid - telmisartan, nén theo ddi nong do kali
mau. Nhlmg thudc nay c6 thé 1am tiang hiéu luc cua hydroclorothiazid trén kali huyet thanh.

Ciic thubc lam ting nong dj kali hogc gdy tang kali mdu (nhu cac chét rc ché ACE, thudc loi tiéu
giit kali, cht bd sung kali, chét thay thé mudi c6 chira kali, cyclosporin hodc céc thude khac nhur
heparm natr |)

Néu cic thube ndy duoc ké don két hop véi hydruu.lorothmznd - telmisartan, nén gidm sit ndng do
kali mau. Dya trén kinh nghiém st dung céc thubc khac lam e ché hé renin-angiotensin, sir dung
ddng thoi céc thudce trén co thé dan dén tang kali huyét thanh va do d6, khéng khuyén céo.

Cic thubc bj dnh huéng béi roi logn kali huyét thanh

Nén theo dai dinh ky kali huyét thanh va ECG khi st dung telmisartan/hydr oclmothmznd vGi cac
thudc bi anh hudng bai rdi loan kali huyét thanh (nhur céc digitalis glycosid, thude chéng loan nhip)
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va xofn dinh do thubc (trong d6 bao gdm mot sé thude chéng loan nhip), ha kali huyét 1a mét yéu t6
gdy xodn dinh.

- Thubc chong loan nhip nhém la (nhu quinidin, hydroquinidin, disopyramid).

- Thube chéng loan nhip nhém I (nhu amiodaron, sotalol, dofetilid, ibutilid).

- Mdt s6 thubc chdng loan than (nhu thioridazin, clorpromazin, levomepromazin, trifluoperazin,
cyamemazin, sulpirid, sultoprid, amisulprid, tiaprid, pimozid, haloperidol, droperidol).

- Céc thude khéac (nhu bepridil, cisaprid, diphemanil, erythromycin IV, halofantrin, mizolastin,
pentamidin, sparfloxacin, terfenadin, vincamin V).
Cac digitalis glycosid
Ia kali mau va ha magnesi mau do thiazid lam khai phat loan nhip do digitalis.
Digoxin
Khi telmisartan duge ding dcmg thoi véi digoxin, sy gia tang trung binh cua nong d6 dinh d;guxm
trong huyét tuong (49%) va nong do day (20%) da dugc quan sat thay Khi bt dau, hiéu chinh lidu va
ngung sir dung telmisartan, nén theo doi ndng d digoxin dé duy trl néng do trong pham vi diéu tri.
Cic thubc hg huye! ap khac
Telmisartan c¢6 thé lam ting tac dung ha huyét ap cia céc thu6e ha huyét ap khac.
Dir liéu thi nghiém 1dm sang cho thay viée ire ché kép hé renin- -angiotensin-aldosterone (RAAS)
théng qua viée sir dung ket hop | thudc e ché enzym chuyén, thudc chen thu thé angiotensin Il hogc
aliskiren ¢0 lién quan dén tan suat cao hon cac tac dung khong mong mudn nhu ha huyét 4p, tang kali
méu va giam chirc ning thin (bao gém ca suy than céip) so véi viée sir dyng mot tac nhan RAAS don
le.
Thudc diéu tri ddi thio dwong (thube ddi thdo dwdng duwdng udng va insulin)
C6 thé phai didu chinh lidu cia cac thube diéu tri dai thdo duong.
Metformin
Metformin nén duoc st dung thén trong: nguy co nhiém acid lactic do giam chirc ning than lién quan
dén hydroclorothiazid.
Nhua cholestyramin va colestipol
Sur hap thu hydroclorothiazid bi suy yéu khi c6 cdc nhya trao dbi anion.
Thubc khdng viém khong steroid
NSAIDs (tirc 1a acid acetylsalicylic l]' licu khang viém, thude e ché COX-2 va NSAIDs khéng chon
loc) c6 thé lam g:ém tac dung loi tiéu, bai tiét natri ni¢u va ha huyét ép cua thudc lgi tiéu thiazid va
cac tac dung ha huyét ap cua cac thudc dbi khang thu thé angiotensin 11.
d mot s6 bénh nhan cé tén thuong chirc niing thiin (nhur bénh nhén bi mét nude hodic bénh nhan cao
tudi c6 ton thuong chirc nang than) sir dung dong thoi thude dbi khang thy thé auyotenqm Il va céc
thubc e ché cyclo-oxygenase c6 thé lam gidam chic néng than nang hon, bao g gbm suy thén cap, tinh
trang ndy thudng co thé hdi phuc. Do dé, nén két hop thén trong, dic biét 1a & ngudi cao tudi. Bénh
nhan nén dugc bu nudc ddy di va theo ddi chirc ning than sau khi bét diu diéu tri don;D thoi va dinh
ky sau do.
Trong mét nghién cira sir dung dong thoi telmisartan va ramipril lam ting 2,5 lan AUCo24 va Crax
cua ramipril va rdmlprllat Chua biét sir lién quan trén lam sang clia ghi nhén nay.
Amin ting huyét dp (nhu nor ‘adrenalin)
Hiéu quﬁ ctia cdc amin ting huyet ap co thé giam.
Thube giin co xuong khéong khir ciec (nhiw fubocurarin)
Higu qua ctia thude gidin co xwong khéng khir cuc c6 thé tang boi hydroclorothiazid.
Thudéc siv dung trong diéu tri bgnh giit (nhu probenecid, sulfinpyrazon va allopurinol)
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C6 thé phfn diéu chinh liéu cua Ccac thudc thai trir acid uric do hydroclorothiazid ¢6 thé lam tﬁng ndng
do acid uric huyet twong. C6 thé cin tang lidu cua probenecid hogc sulfinpyrazon. Str dung dong thoi
vai lh]led ¢6 thé 1am ting ty 1& phan img qua mén cua allopurinol.

Cdc mudi c'alcr

Thudc lgi tiéu thiazid c6 thé 1am ting néng do calci lrunb huyét thanh do 1am giam thai trir. Néu phai
ke don thude bo sung calci hodic cde san phém thudc tiét kiém calci (vi du nhu liéu phép vitamin D),
cAn theo ddi ndng do calci trong huyét thanh va diéu chinh lidu lugng calei cho phi hop.

Thuéc chen beta va diazoxid

Téac dung pdy tang duong huyét clia thude chen beta va diazoxid cé thé ting boi thiazid.

Thubc khdng cholinergic (nhw armpm, biperiden)

C6 thé 1am tiang sinh kha dung cda thude lgi tiéu nhém thiazid bang cach giam toc do lam rong da
day va nhu dong rudt.

Amantadin '

Thiazid ¢6 thé lam tang nguy co tac dyng khéng mong mudn ctia amantadin.

Thuéc dpe té bio (nhw cyclophosphamid, medwrrexmj)

Thiazid ¢6 thé lam giam su bai tiét qua thin cua céc thube gay doc té bao va 1am ting tac dung irc ché
ty.

Dua vao dic tmh duoc ly, cAC thuoc baclofen va amifostin co thé 1am tang tac dung ha huyet ap cua
tit ca céc lhuoc ha huyét ap bao gdm telmisartan. Ion nira, ruou, barbiturat, thudc giy nghién hoic
thubc chdng trAm cam c¢o6 kha ning lam niing thém tinh trang ha huyét ap tur thé.

Twong ky
Do khéng ¢6 cac nghién ciru vé tinh twong ky cua thube, khong tron 1an thudc nay véi cac thude

khac.

10. Tac dung khéng mong mudn ciia thude

To6m tit ho so an toan )

Téc dung khong mong mubn thudng duge bao cdo la chéng mit. Phu mach nghiém trong hiém khi
xay ra (>1/10.000 dcn <1/1.000).

Két hop liéu cé dinh
Ty 1& chung cia céc tic dung khong mong muén duge béo cdo voi tclmlsartanf’hydlnclorothlamd

tuong duong cac bao cdo véi telmisartan dorn tri liéu trong cac thir nghiém ngau nhién co ddi chimg

gbm 1471 bénh nhan dugc diéu tri ngau nhién dung telmisartan/hydroclorothiazid (835) hodc

telmisartan don trj lidu (636). Ty 1¢ tdng thé va kiéu phan (mg khong mong mudn duge bao cdo voi

telmisartan/hydroclorothiazid 80 mg/25 mg c¢é thé so sanh véi telmisartan/hydroclorothiazid 80

mg/ 12,5 mg.

Mbi quan h¢ liéu lmmg clia cdc tac dung khong mong mudn khong dugc thiét 1ap va cho thdy khong

c6 méi tuorng quan véi gidi tinh, tudi téc hodc chung toc cia bénh nhan.

Bang tom tat cac tac dung khong mong mudn

Tac dung khong mong mudn duge bdo céo trong tat ca cac thir nghiém 1am sang va xay ra thuong
xuyén hon (p < 0,05) vdi telmisartan/hydroclorothiazid so véi gia duge duoc trinh bay dudi diy theo

hé théng co quan.

Cac phan tmg khéng mong muén Xay ra véi tung thanh phan dugc sir dung don 1& nhung chua thiy

trong céc thir nghiém 1am sang khi diéu tri bing telm|sartan/hydrocloroth|a7|d

Cac tac dyng khdng mong mudn duoc phan loai theo tAn suit nhu sau: rat thuong gip (= 1710),

thu'nrng gip (> 1/100 dén < 1/10), it gap (= 1/1000 dén < 1/100), hiém gip (> 1/10000 dén < 1/1000),

rat hiém gap (< IKIOOOO), chura biét (khéng thé udc tinh duoc tir dir ligu c6 sin).

Trong moi nhom tan suat, cac tac dung khong mong muén dugce trinh bay theo thir ty giam din mirc

do nghiém trong:
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Nhiém khuén va nhiém ky sinh tring

Hiém gap Viém phé quan, viém hong, viém xoang

R6i loan hé mién dich R
Hiém gip Niing thém hodc khoi phét lupus ban d6 toan than'

[RSi logn chuyén héa va dinh dwing

it gip Ha kali mau

Hiém gip Ting acid uric mau, ha natri mau

R&i loan tAm théin

it gap Lo ling

Hiém gap Tram cam

R&i loan hé than kinh

Thuong gap Choéng mfjt

- o smarsa Mg

Rdi loan tiéu héa

ft gap Ngét, di cam

Hiém gip Mét ngd, r6i loan gidc ngu

R6i loan thi giac

[Hiém giip R&i loan thi luc, nhin m&

Réi loan tai va mé dao |
lit géip Chéng mat

R6i loan tim

it gap Nhip tim nhanh, rdi loan nhip tim ]
R6i loan mach mau |

it gap Ha huyét ap, ha huyét 4p tw thé

R&i loan hd hip, 16ng ngwe va trung thit

it piip Kho the

Hiém giip Suy ho hdp (bao gdm ca viém phdi va phil phoi)

it gap Tiéu chay, kho miéng, ddy hoi

[1iém gip au bung, tdo bén, kho tiéu, ndn mira, viém da day

R6i loan hé gan mit ¥

Hiém giip Réi loan gan/chirc ning gan bat thudng?

IRSi loan da va mo dwéi da

Hiém gap Phti mach (ciing cé thé din dén t&r vong), ban do, ngira, phat ban, tang tiét mo
hoi, may day

Réi loan co xwong, md lién két vi xwong

it gap Dau lung, co thit co, dau co

Hiém giip Dau khép, chudt rat co, dau & chén tay
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IRGi loan hé sinh séin va vi

it gap R&i loan chire ning cuong duong
IRGi loan toan théin va tai_chﬁ

it gap Pau nguc .

Hiém gap Céc triéu chimg gidng ctim, dau

Céin 1am sang

it gap Tang acid uric mau

Hiém gap [T#ng creatinin méu, ting creatin phosphokinase mau, ting enzym gan
I Dyra trén kinh nghiém sau khi sir luu hanh trén thj truong

2 Dé biét thém thong tin, xem phdn “MO6 ta cac phan img khéng mong mudn chon loc”
Théng tin bb sung vé cic thinh phin riéng lé

Cac phan (mg c¢o6 hai di duge bédo céo trude ddy véi mot trong cac thanh phén riéng 1€ c6 thé 1a phan
img khong mong mudn tiém 4n véi telmisartan/hydroclorothiazid, ngay ca khi khong quan sat thy
trong céc thir nghiém 14m sang voi san pham nay.

Telmisartan

Téc dung khong mong mudn xay ra véi tAn sudt twong tr & bénh nhén dung gia dugc va telmisartan.
Ti I1& chung cua tic dung khoéng mong mudn dugc béo cdo véi telmisartan (41,4%) la twong duong
voi gia duge (43,9%) trong cac thir nghigm cé dbi ching véi gia duge. Cac tac dung khéng mong
muén duge liét ké dudi diy da dugc tich liy tir tat ca cac thir nghiém lam sang ¢ bénh nhan ting
huyét ap hodc bénh nhan 50 tudi tré 1én co nguy co cao vé cc bién cb tim mach duge didu tri vé6i
telmisartan.

Tac dung khong mong mudn voi tan sudt chiea biét dwoce béo cdo khi ding telmisartan don tri liéu
bhao gém:

Nhiém khuan va nhiém ky sinh tring

it gap Nhiém khuén dudong ho hép trén, nhiém khuan dudng tiét nidu bao gbm wém
bang quang
Hiém gip Nhiém khudn mau ké ca gay tir vong?

R&i logn méu va h bach huyét

it gap Thiéu mau

Hiém gip [Tng bach cu 4i toan, giam tiéu cau

R&i loan hg mién dich )

Hiém gip _ Qué man, phan (mg phan v¢

R&i loan chuyén héa va dinh dwéng

Chua biét Ting kali mau ]
Hiém gap [a duong huyét (& bgnh nhén déi thio dudng)

3 A -
Roi loan tim

it gap Nhip tim cham
R&i loan hé thin kinh
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