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Hudéng dén sic dung thuéc
Thuoc badn theo don
TELZID 40/12.5

- DANG THUOC: Vién nén
- QUI CACH DONG GOI: Hop 6 vix 10 vién nén.
-CONG THUC 1 VIEN THANH PHAM: Mdi vién nén chira:

Telmisartan 40mg
Hydrochlorothiazid 12,5mg
Ta dugc vira da 1 vién

(Ta dwoc goém: Microcrystalline cellulose, lactose, natri starch glycolat, tartrazin, magnesi
stearat, povidon K30, bét talc).
-DUQC LUC:

TELZID 40/12.5 12 mét thude phéi hop béi mét thude déi khang thu thé angiotensin IT, telmisartan
va mét thudc lgi tidu thiazid (hydrochlorothiazid). Sy phdi hop nhitng thanh phén nay c6 tac dung
chéng ting huyét ap cong luc lam gidm huyét 4p & muc d6 16n hon so véi chi ding m6i thanh phan
don lé.
Telmisartan 3
Telmisartan 1a mot chat ddi khang dic hiéu cua thu thé angiotensin II (typ AT1) & co tron thanh
mach va tuyén thugng than. Trong hé thdng renin-angiotensin, angiotensin II dugc tao thanh tir
angiotensin I nho xuc tac cua enzym chuyén angiotensin (ACE). Angiotensin II la chat gay co
mach, kich thich vo thugng thén tong hop va giai phong aldosteron, kich thich tim. Aldosteron Iam
giam bai tiét natri va ting bai tiét kali & than. Telmisartan ngin can co chon loc su gan clia
angiotensin II vao thu thé AT & co tron mach méau va tuyén thuong than, gdy gidn mach va giam
tac dung cua aldosteron.
Telmisartan 6 4i luc manh vai thu thé ATi, gip 3000 lan so véi thu thé ATa.
Telmisartan khong trc ché giang hoa bradykinin, do d6 khong giy ho khan dai c}ﬁng
Telmisartan 1am giam huyét 4p tdm thu va tdm truong ma khong thay doi tan s6 tim.
Khi ngimg diéu tri telmisartan dot ngot, huyét ap tro lai dan dan trong vai ngay nhu khi chua dicuy’
tri, nhung khong c6 hién turong ting manh trd lai. '
Hydrochlorothiazid _
Hydrochlorothiazid 12 mdt thude lgi tiéu nhém thiazid. Céc thiazid anh huong dén co ché tai hap ~
thu dién giai tai cac tiéu quan thén, truc tiép lam ting dic ‘hai natri va clorid nhimg luong tuong ‘
duong nhau. Hoat dong loi tiéu cia hydrochlorothiazid lam giam thé tich huyét tuong, ting hoat
dong rennin huyét twong, ting tiét aldosteron dan dén hau qua ting bai tiét kali va bicarbonat trong
nudc tidu, va lam giam kali huyét thanh. C6 thé suy ra tir viéc chen hé renin-angiotensin-aldosteron, e

viéc ding ddng thoi telmisartan ¢6 xu hudéng lam giam luong kali bi mét do céc thude lgi tiéu nay. Q;;

-DUGQC PONG HQC: : -
Dung ddng thoi hydrochlorothiazid va telmisartan khong anh hudng lan nhau

Ht’fp thu:

+ Telmisartan: _ :
Sau khi uéng cac nfjng d6 dinh cia telmisartan dat dugc sau 0,5-1,5 gi¢r. Sinh kha dung tuyét doi
ctia telmisartan 40 mg 14 42%. Thirc &n lam giam nhe sinh kha dung cua telmisartan vGi mic giam
dién tich dudi duong cong ndéng do trong huyét twong theo thoi gian (AUC) khoang 6% ddi voi
vién 40 mg. y

Sau 3 gir cac ndng do trong huyét twong déu trong duong nhau.



https://trungtamthuoc.com/

4 Hydrochloroth1a21d Sau khi udng thudc cac ndng dd dinh ctia Hydrochlorothiazid dat dugc sau
1,0-3,0 glo Do su bai tiét qua théan, sinh kha dung tuyét d6i khoang 60%.

Phiin bo:

+ Telmisartan: Telmisartan gan két manh v&i cac protein huyét twong (>99,5%) chu yéu la albumin
va alpha—amd glycoprotein. Thé tich phan phéi telmisartan khoang 500 lit cho thay c6 su gan két
thém tai mo.

+ Hydrochloroth1a21d Hydrochlorothiazid dugc gén két 64% véi protein trong huyét twong va thé
tich phan b6 12 0,8 + 0.3 I/kg.

Chuyén hoa — thai trir:

+ Telmisartan: Sau khi uéng telmisartan ga.n 14C, hiu hét lleu dung ( > 97%) duoc dao thai ra phan
qua duong mét. Chi mét lugng nho tim thdy trong nudc ticu.

Telmisartan duge chuyén hoa boi sur lién hop hinh thanh acylglucuronid khong c6 hoat tinh dugc
ly. Glucuronid cua hop chét gbe 1a san pham chuyén hoé duy nhét dugc xac dinh & ngudi. Sau mot
lidu telmisartan gén 14C, glucuronid chiém khoang 11% hoat tinh phéng xa do dugc trong huyét
twong. Cac cytochrom P450 isoenzym khong tham gia vao qua trinh chuyén hoa

telmisartan. Téc do dao thai telmisartan trong huyét trong toan phan sau khi uéng thube 14 > 1500
ml/phit. Thoi gian ban thai tin cing clia telmisartan la > 20 gio.

* Hydrochlorothxamd Hydrochlorothiazid khong bi chuyen hoa trong co thé nguoi va duoc dao
thai gan nhu hoan toan ¢ dang khong dbi qua nudéce tiéu. Khoang 60% lidu udng duogc dao thai &
dang khong ddi trong vong 48 gio. Téc d6 thanh thai qua than khoang 250-300 ml/phut. Thoi gian
ban thai cua hydrochlorothiazid la 10-15 gio.

Bénh nhdn cao tudi: khong khac nhau gitra ngudi cao tudi va nguoi dudi 65 tudi.
Gigi tinh: Cac nong do trong huyet tuong cua telmisartan thuong cao gap 2-3 lan & nit so v&i nam.
Tuy nhién khong can thiét phai diéu chinh liéu dung.

Bénh nhén suy thin: Tc d¢ thanh thai creatinin 30-60 ml/phut: khong cdn phai diéu chinh liéu
dung. #
Bénh nhén suy gan: *‘/
Céc nghién ciru trén bénh nhan suy gan cho thy co su tang sinh kha dung tuyét d6i t6i gan 100%.
Thoi gian ban hity khong thay doi trén bénh nhan suy gan

0 D
- CHI DINH: ( f/ M
Diéu tri ting huyét 4p vo can. '}.}

Bénh nhin khong hoan toan kiém soat dugc huyét ap néu chi dung telmisartan hodc %
hydrochlorothlamd don 1€. y
- CACH DUNG — LIEU DUNG: Thudc chi ding theo sw ké don ciia bic sy

Nguwoi lon:

Thong thucmg uong 1vién /ngay.

Hiéu qua t6i da chong ting huyet ap thudng dat dugc sau 4-8 tudin didu tri. Khi cin c6 thé phéi hop
véi mot thuoc chéng tang huyét ap khac.

C6 thé udng cling hodc khong cung thirc dn.

Suy than:

D6 thanh thai creatinin < 30 ml/phit: khong dung thuoc

D6 thanh thai creatinin 30-60 ml/phut: thi khong can phai diéu chinh lidu ding.

Nén theo ddi dinh ky chirc nang thén.

Suy gan:

Suy gan vira va nhe, lidu lugng: khong vuot qua lvién /ngay

Suy gan ndng: khong dung thude

Ngwoi cao tubi: Khong can diéu chinh lleu

Tré em va thanh thiéu nién dwéi 18 tudi: chua co bao cao
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- CHONG CHIi PINH:

+ Qua man v6&i thanh phén bat ctr thanh phin nao ciia thude

+ Phu nif ¢6 thai

+ Thoi ky cho con bu

+ Nhitng rdi loan gy & mat va tic nghén duong mét

+ Suy gan nang

+ Suy than ning (tbc d6 thanh thai creatinin < 30ml/phit)

+ Ha kali huyét, ting canxi huyét khong dép g voi diéu tri.

+ Chéng chi dinh phéi hop thudc vdi aliskiren trén bénh nhan ddi thao dudng va suy gidm chire

nang than

- THAN TR(;)NG LUC DUNG

Do uong thuoc co thé gip céc tac dung khong mong mubn nhu ngat/xm chong mat, di cam, r01
loan gidc ngu, mat ngy, thi lyc bat thudmg, nhin mé& thoang qua, yéu co, chudt rit chan... nén can
than trong cho dbi tuong nay.

Suy gan:

Khong ding thudc cho bénh nhan bi réi loan mat, tic nghén duong mét hodc suy gan nang vi,
bénh nhén suy chirc nang gan hodc bénh gan dang tién trién, vi chi c6 nhirng thay dbi nhé c4n bing
nugce va dién giai cling co thé din dén hén mé gan.

Teing huyét dp do déng mach than:

C6 kha nang lam tang nguy co ha huyet ap ndng va suy than khi bénh nhan c6 hep dong mach than
hai bén hodc hep dong mach thin dén qua thin duy nhit dang con chirc ning duoc diéu tri véi cac
thuéc gdy anh hudong dén hé renin-angiotensin-aldosteron.

Suy thdn va ghép thdn

Mat thé tich ndi mach: \

Ha huyét ap trigu chimg, dac bit sau lleu thude dau tién, co the xdy ra trén bénh nhan bi mét thé
tich va/hodic mét natri do liéu phap loi tiu qua manh, kiéng mubi qua nghiém ngit, tiu chay hoacﬁ-};‘
non mira. Nhirng tinh trang nhu vay nén dugc khéc phuc trude khi cho ding thude

Phong bé kép hé renin- -angiotesin-aldosteron:

Nhur [a mt hé qua cua viée e ché hé renin-angiotesin-aldosteron, da cé bao cao vé viéc thay dmcd'
chirc nang than (ké ca suy than cip) & nhirng bénh nhan nhay cam, déc bict néu ding két hop vonfE L
céc thudc cé anh hudng t6i hé nay. Vi thé, nén gi6i han sy phong bé kép hé renin-angiotensin-
aldosteron (vi du phdi hop thém mot thude trc ché men chuyen v6i mét thude e ché thu the‘?“
angiotensin II) trong mét so truong hop duoge xac dinh cu thé cliing véi viéc theo ddi sat chirc nang
than.

Nhiing tinh trang khdc c6 su kich thich hé renin-angiotensin-aldosteron:

Trén nhitng bénh nhén c6 truong luc mach va chirc néng than phu thuge phin 1én vao hoat dong
cua hé rcmn-anglotensm -aldosterone (vi du bq:nh nhan suy tim sung huyét ning hodc c6 bénh than

co ban, ké ca hep dong mach than), thi viéc diéu tri vai cac thude khac gdly anh huong t6i hé renin-
angwtensm-aldostcron c6 lién quan dén ha huyét ap cép, tang uré huyét, thiéu niéu hodc hiém khi -
gay suy than cap. e
Tang aldosteron nguyén phat khong khuyén céo st dung TELZID 40/12.5 .

Hep van déng mach chii va van hai ld, bénh co tim phi dai téc nghén

Cdc tée dung chuyén hod va ngi tzet Liéu phap thiazid c6 thé lam giam dung nap glucose. Trén
bénh nhan dai thao dudng co the cin diéu chinh liéu insulin hodc cac thudc ha duong huyet dudng
ubng. bai thao duong tiém an c6 thé tré thanh thuc thé trong qua trinh didu tri bing thiazid.
Téang nong d6 cholesterol va triglicerid c6 lién quan dén liéu phap loi tiéu thiazid, tuy nhién rat it
hodc hdu nhir chua ¢6 tac dung nhu vy duge béo cdo vdi lidu 12,5 mg chira trong TELZID 40/12.5

g \:\
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Ting uré huyét c6 thé xdy ra hosic bénh giit c6 thé xuat hién trén mot vai bénh nhan dang dung liéu
phap thiazid.

Can bang dién giai:

Doi v6i bét ky bénh nhan nao ding ligu phap thiazid, viéc kidm tra dinh ky cac chat dién giai trong
huyét thanh phdi dugc thyc hién theo nhimg khoang thoi gian thich hop.
Cac thudc thiazid, bao gom ca hydrochlorothiazid, c6 thé gdy mat cin bang nudc va dién giai (ha
kali huyét, ha natri huyét va nhiém kiém do ha clo huyét). Nhimg d4u hidu canh bao mét can bang
nuoc dién gidi 1a khé6 miéng, khat, yéu, ngii lim, budn ngu, khong yén, dau co hodc vop bé, yéu co,
giam huy¢t 4p, thiéu niéu, tim nhip nhanh va nhing roi loan dudng tiéu héa nhu budn nén hoac
n6n mura.

Mic dit ha kali huyét c6 thé xuét hién khi dung céc thude loi tiu thiazid, viée didu tri dong thoi
v6i telmisartan c6 thé 1am giam kha nang ha kali huyét do thube loi tiéu. Nguy co ha kali huyét s&
cao nhit trén bénh nhan xo gan, trén bénh nhén dang dung thude lgi tiéu nhanh, trén bénh nhan
dang bl chua du cac chat dién giai qua duong udng va trén bénh nhan didu tri dong thoi véi
corticosteroid hogc ACTH. Nguoc lai, do co ché d6i khang ciia céc thu thé angiotensin II (AT1)
bdi thanh phén telmisartan cia TELZID 40/12.5 , tinh trang tang kali huyét c6 thé xay ra. Mic du
sy ting kali huyét mot cach déng ké trén 1am sang chua duge ghi nhan véi TELZID 40/12.5 . cdc
yéu t6 nguy co dan dén tang kali huyét bao gom suy than va/hodc suy tim va ddi thdo duong.

Cic thudc loi tiéu giit kali, céc chat bd sung kali hogc cde mudi ¢6 chira kali nén duoc phdi hop
dung mét cach théan trong vai TELZID 40/12.5 .

Céc thiazid c6 thé 1am giam déao thai canxi qua duodng ni¢u va gy tang nhe, tam thoi canxi huyét
thanh trong diéu kién khong ¢6 rdi loan chuyén héa canxi nao khac. Téng canxi huyét dang ké ¢6
thé la bang ching ciia chimg cudng tuyén can gidp an. Cac thiazid nén duoc ngirng str dung trude
khi tién hanh cdc xét nghiém chirc niing tuyén cén giép.

Céc thiazid d cho thay lam ting dao thai magnesi qua duong tiéu, c6 thé dan dén ha magnesi
huyeét.

- PHU NU' CO THAI VA LUC NUOI CON BU: khong dung duoc

- LAI XE VA VAN HANH MAY MOC:

Do udng thube c6 thé gap céc tic dung khong mong mudn nhu ngét/xiu, chéng mat, di cam, réi °
loan giac ngu, mat ngy, thi luc bat thudng, nhin mo thoing qua, yéu co, chudt rit chan... nén can

than trong cho doi twong nay.

-TUONG TAC THUOC:

Telmisartan ; ) ‘

+ Tinh trang ting ndng d6 lithium huyet thanh va doc tinh cua lithium ¢6 thé phuc hoi da dugc bao
céo trong qua trinh dung dong thoi lithium voi cac thuoc {rc ché men chuyén angiotensin. Mot s6
truong hop cling da dugce bao céo khi dung chung véi chéat doi khang thu thé angiotensin II ké ca
telmisartan. Hon nita, toc d6 thanh thai qua than cua lithium bi giam do céc thiazid do d6 nguy co
ngd doc lithium co thé tang khi dung TELZID 40/12.5. Lithium va TELZID 40/12.5 chi nén dung
ddng thoi dudi su gidm sat vé y té va can theo doi nong dd lithium huyét thanh trong qua trinh
dung ddng thoi.

+ Tac dung gAy mét kali cia hydrochlorothiazid dugc lam giam do tac dung gilr kali cia
telmisartan. Tuy nhién, tic dung nay cua hydrochlorothiazid d6i v6i kali huyét thanh c6 the tré nén
tiém tang do cdc thudc khéc lién quan dén mét va ha kali huyét (vi du cac thudc loi tiéu gay bai tiét
kali qua duong niéu, céc thudc nhuan tréng, cor@icostcroid, ACTH, amphotericin, carbenoxolone,
penicillin G sodium, axit salicylic va cac dan chat). : : f

+ Néu nhitng thude nay dugc ké don cung véi TELZID 40/12.5, cin theo d&i nong do kali huyeét
fuong. ' :

Nguoc lai, dua trén kinh nghiém dung céc loai thudce khac ¢6 tac dung (rc ché hé renin-angiotensin,

ar

g

i
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viéc diing dong thoi cac thube loi tiéu gitt kali, cic chat bd sung kali, cic mudi chira kali hodc cac
thube khéc c6 téc dung 1am ting kali huyét thanh (vi du heparin sodium) c6 thé dan dén ting kali
huyet thanh.

Néu nhing thudc nay duge ké don clng véi TELZID 40/12.5, cAn theo doi ndng do kali huyét
tuong.

quzc theo déi dinh ky kali huyct thanh duge khuyén cdo khi TELZID 40/12.5 duoc dung vai cac
thude bi anh hudng béi su rdi loan can béng kali huyét thanh

Nhitng bénh nhén dung ddng thoi ca thube khéng viém khong steroid va TELZID 40/12.5 phai
dugc bu nude day a@u va theo ddi chirc ning than tir khi bat dau diéu tri két hop.

Viéc str dung phdi hop vai khang viém khong steroid c6 thé lam giam tac dung loi tiéu, tic dung
thai natri qua nude tiéu va tac dung chéng tang huyét ap cia thuéc loi tidu thiazid & mét vai bénh
nhan.

Telmisartan c6 thé 1am tang tac dung cia nhirng thube chong tang huyét ap khac.

Déi véi dlgoxm, thdy nong db trung binh digoxin trong huyét twong ¢6 tang 20% (c6 mét trudng
hop duy nhit ting 39%), viéc theo ddi digoxin huyét twong nén duoc xem xét.

Hydrochlorothiazid

Khi duoc diung dong thoi, nhig thude sau diy c6 thé twong tac véi cac thude lgi tiéu thiazid:
+ Ruou, cic barbiturat, hodc cac thudc gy nghién (narcotic): kha ning gy ha huyét ap thé ding
c6 thé xay ra.

+ Cac thudc chdng dai dudng (cac thude udng va insulin): c6 thé can didu chinh liéu thudc chéng
dai thdo dudng.

+ Metformin: c6 nguy co gy nhiém toan axit lactic khi ding déng thoi v6i hydrochlorothiazid.
+ Céc loai nhya cholestyramin va colestipol: su hap thu hydrochlorothiazid ¢6 thé bi giam khi cé
mat céac loai nhya trao dbi anion.

+ Céc digitalis glycosid: ha kali va magnesi huyét do thiazid tao didu kién thuén loi cho xuét hién

loan nhip tim do digital. S
+ Céc amin 1am ting huyét 4p (vi du noradrenalin): tic dung cia cdc amin lam ting huyét 4p co~
thé bi giam. Y

+ Céc thube gidn co xwong khong khir cuc (vi du tubocurarin): tac dung cuia cac thude nay co thé":‘
dugc tang cudng bdi hydrochlorothiazid.

+Thudc didu tri gut: viée diéu chinh lidu cac thudc ha axit uric c6 thé can thiét vi hydrochlorothiazi d"N Q§
¢6 thé 1am ting nong d¢ axit uric huyét thanh, -
-TAC DUNG NGQAI Y:

Xét nghiém: Ting creatinin, ting men gan, tang creatin phosphokinase méu, tdng acid uric, tang
triglyceric .
Roi loan tim: Loan nhip tim, nhip tim nhanh | _

Réi logn hé thong théan kinh: Ngat/xiu, chéng mit, di cam, roi loan gidc ngi, mat nga | /

R6i logn mdt: Thi luc bét thudng, nhin mé thoang qua \

Roz loan mé dao tai va tai: Chong mit !
Réi loan dwomg hé hap, long nguc, trung thét: Bénh 1y ho hap cép (bao gdm viém phdi va phu ;:
phm) kho tho

Réi loan duong tiéu héa: Tiéu chay, kho miéng, day hoi, dau bung, tdo bén, roi loan tiéu hoa,

non, viém da day

Réi logn gan-dwong mat: Bét thudng chirc nang gan /rdi loan gan

Ré6i loan da va mé dudi da: Phix mach (c6 gdy tir vong), ban do, ngira, phat ban, tang tiét md hoi,

may day

Réi loan xwomng va mé lién két, hé co xwong: Pau lung, co thit co, dau co, dau khép, dau chén,

chudt rut & chan
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Roi logn chuyén héa va dinh dwéng: Giam kali mau, giam natri mau, ting uric méau
Su nhiém tring va nhiem ky sinh trimg: Viém phe quan, viém hong, viém xoang

~
.

R6i loan hé mién dich: tinh trang trdm trong hodic tién trién bénh ban d6 lupus hé théng

Réi logn mach: Ha huyét ap (ké ca tut huyét ap tir thé)

Rd::‘ logn chung va tinh trang noi dung: Dau nguc, hdi chimg gidng cim, dau

Roi logn vii va hé thong sinh san: Bt luc

R6i logn tém than: Lo ling, trAm cam

Réi logn co xuom g, mé lién két va xwong: yéu

Réi loan than va duong tiéu: viém than mo6 k&, ri loan chirc nang than, glucose niéu

Xét nghiém: tang triglycerid

Luwu y bénh nhén théng bdo cho bdc sy cdc tic dung khong mong muén gip phai khi si dung
thuéc.

- QUA LIEU - XU TRi:

Biéu hién néi bat nhat ctia qua lidu telmisartan 13 huyét ap thép va nhip tim nhanh, cham nhip tim
cling c6 thé xay ra.

Qua liéu v6i hydrochlorothiazid c6 lién quan dén giam dién giai (giam kali mau, giam clo mau) va
mét nude do loi tidu qua mire. Nhimg diu hiéu va tricu chimg cua qu4 liéu thuong gip nhét 1a budn
n6n va ngu ga. Tinh trang giam kali mau c6 thé gay co thit co va/hodc 1am nang thém tinh trang
rdi loan nhip tim lién quan dén viéc st dung ddng thoi véi di gital glycosid hoidc mét sé thudc chdng
loan nhip. :

Khéng c6 thong tin cu thé vé didu trj tinh trang qua liéu. Bénh nhan nén dugc theo doi chit che,
diéu tri tridu chimg va diéu trj hd tro tiry thudc vio thoi gian ké tir lic hdp thu thudc va o nang
cua triéu chimg, Céc chét dién giai va creatinin huyét thanh cén dugc theo dai thuong xuyén. Néu
huyét 4p thip xdy ra, bénh nhén nén duoc dat & tr thé ndm, nhanh chéng ba thé tich va muéi.
Telmisartan khong dugc loai bo thong qua chay than nhéan tao. Mirc d6 hydroclorothiazid duoc
loai b6 bang chay than nhan tao chua dugc xac dinh.

- HAN DUNG: 36 thang ké tir ngay san xuat. Khéng dwgc dung thudc da qua han dung. Khi
thudc c6 biéu hién bién méu, vién 4m, vi rich, md nhan...hodc ¢6 biéu hién nghi ngds khac phai
héi lai noi ban hodc noi san xuit theo dia chi trong don. ]
-BAO QUAN: Noi khé, nhiét d6 duéi 30°C.

-TIEU CHUAN AP DUNG: TCCS
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