Thong tin danh cho can b y té

ZHEKOF

To thong tin san phdam nay bao gom hwéng din s dung cho thudc cé nhiéu ham lwong
khac nhau.

THANH PHAN

Maéi vién nén ZHEKOF chira:

Telmisartan ........................ 40 m

Ta dugc: Mannitol, cellulose vi tinh thé, povidon, natri carbonat, talc, natri starch glycolat,
natri lauryl sulfat, magnesi stearat.

Moi vién nén ZHEKOF-80 chira:

Telmisartan ........................ 80 mg

Ta duoc: Mannitol, cellulose vi tinh thé, natri lauryl sulfat, natri hydroxyd, croscarmellose
natri, magnesi stearat.

Dang bao ché: Vién nén.

M0 ta san pham:

ZHEKOF: Vién nén dai, mau tring, mot mit co dap logo mat kia c6 dap gach ngang.
ZHEKOF-80: Vién nén dai mau tréng, hai mat tron.

Quy cach dong géi: ZHEKOF: Hop 3 vi x 10 vién.
ZHEKOF-80: Hop 6 vi x 10 vién.

PAC TiNH DUQC LUC HQC:

Nhom duoc 1y: Thube ddi khang thy thé angiotensin II. Thudc tim mach, mi ATC:
CO9CAO07.

Céu triic hoa hoc cua telmisartan thudc dan chat benzimidazol, khong peptid. Telmisartan
12 mot chat d6i khang dic hiéu cua thu thé angiotensin II (typ AT1) & co tron thanh mach va
tuyén thuong than.

Trong h¢ thong renin-angiotensin, angiotensin II dugc tao thanh tir angiotensin I nho xuc
tac cua enzym chuyén angiotensin (ACE). Angiotensin II 13 chat giy co mach, kich thich
vo thuong than téng hop va giai phong aldosteron, kich thich tim. Aldosteron 1am giam bai
tiét natri va ting bai tiét kali & than.

Telmisartan chu yéu ngan can gin anglotensm IT vao thu thé AT1 & co tron mach mau va
tuyén thuong than, gy gian mach va giam tac dung cua aldosteron.

Thu thé AT, ciing tim thdy & nhiéu md, nhung khong 6 thu thé nay ¢ lién quan gi dén sy
6n dinh tim mach hay khong. Telmisartan c6 ai lyc manh véi thu thé ATy, gap 3000 l4n so
v6i thu thé ATa.

Khong glong nhu cac thude trc ché enzym chuyén angiotensin - nhom thudc dugc dung rong
rii dé diéu tri ting huyét ap, cac chat d6i khang thu thé angiotensin II khong trc che giang
héa bradykinin, do d6 khong gay ho khan dai dang - mét tac dung khéng mong mudn thuong
gip khi diéu tri bang cac thudc e ché ACE. Vi vay cac chat doi khang thu thé angiotensin
I duge dung cho nhitng nguoi phai ngimg str dung thudc rc ché ACE vi ho dai dang.

O ngudi, liéu 80 mg telmisartan tc ché hau nhu hoan toan tac dung gay ting huyét ap cua
angiotensin II. Liéu telmisartan trén 80 mg/ngay (den 160 mg/ngay) khong lam tang hi¢u
qua diéu tri cia telmisartan. Tac dung tc ché (ha huyet ap) duoc duy tri trong 24 giova van
con do dugce 48 gid sau khi uong Sau khi udng liéu dau tién, tic dung giam huyét ap biéu
hién tur tr trong vong 3 gid dau. Thong thuong, huyét ap dong mach giam t61 da dat duoc 4
- 8 tuan sau khi bat dau diéu tri. Tac dung kéo dai khi diéu trj 1au dai. O nguoi tang huyét
ap, telmisartan 1am giam huyét 4p tAm thu va tim trurong ma khong thay doi tan sé tim. Tac
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dung chdng tang huyét ap cua telmisartan ciing twong duong véi cac thude chdng ting huyét
ap loai khac.

Ciing nhu cac thudc chen thu thé angiotensin, telmisartan cho thay c¢6 hiéu qua lam giam ti
1¢ tién trién cua bénh than hoic microalbumin niéu trén bénh nhan dai thao dudng va dugc
khuyén céo str dung trén nhom bénh nhén nay.

Telmisartan ciing dugc st dung trong diéu trj suy tim sung huyét. Tuy nhién ciing nhu cac
thudc chen thu thé angiotensin II, telmisartan chi nén dung cho cac bénh nhan duogc chi dinh
thudc e ché men chuyén nhung khong thé dung nap véi thude (vi du nhu trén bénh nhan
bi ho hodc phu mach).

PAC TINH DUQC PONG HQC:

Telmisartan dwgc hip thu nhanh qua duong tiéu hoa. Sinh kha dung tuyét dbi duong ubng
phu thudc liéu ding: Khoang 42% sau khi udng liéu 40 mg va 58% sau khi udng liéu 160
mg. Su ¢6 mat cua thirc an lam giam nhe sinh kha dung cua telmisartan (giam khoang 6%
khi dung liéu 40 mg). Sau khi udng, nong do thudc cao nhat trong huyét twong dat dugc sau
0,5-1 gio.

C6 su khac biét vé ndng d6 trong huyét twong theo gi6i tinh, nong do dinh trong huyet tuong
(Cmax) cao hon khodng 3 lan va AUC cao hon khoang 2 14n ¢ phu nir so v6i nam gidi, nhung
khéng anh huong dén hi€u qua.

Hon 99% telmisartan gin vao protein huyét twong, chu yéu vao albumin va a-acid
glycoprotein. Sy gin vao protein 13 hiang dinh, khong bi anh hudng boi su thay doi lidu. Vg
khoang 500 lit.

Sau khi tiém tinh mach hoac uéng, telmisartan duoc chuyén hoéa thanh dang lién hop
acylglucuronid khong hoat tinh. Hau hét lidu di cho (hon 97%) dwoc thai trir dudi dang
khong ddi theo dudng mat vao phén, chi lugng rat it (dudi 1%) thai qua nude tiéu. Thoi
gian ban thai ctia telmisartan khoang 24 gio, ty 1¢ day dinh cua telmisartan vao khoang 15 -
20%.

Duoc dong hoc cia telmisartan & tré em dudi 18 tudi chua dugc nghién ciru. Khong c6 su
khac nhau vé duoc dong hoc ¢ nguoi cao tudi va nguoi dudi 65 tuoi.

Bénh nhan suy than: Nong do trong huyét tuong thap hon trén bénh nhan suy than dang loc
méu. Telmisartan gan két cao véi protein huyét trong trén bénh nhén suy than va khong
duoc loai trir qua loc méau. Thoi gian ban thai khong thay d6i ¢ bénh nhan suy than.

Bénh nhdn suy gan: Nghién ctru duoc dong hoc trén bénh nhéan suy gan cho thay cé su ting
sinh kha dung tuyét ddi 1én téi gan 100%. Thoi gian ban thai khong thay d6i trén bénh nhan
suy gan.

CHIPINH: | , . ,
- Dicu tri tdng huyét ap: c¢6 thé dung don ddc hodc phoi hop véi cac thude chong tang huyet
ap khac.
- Du phong bién c6 tim mach, gidm t&r vong do bién ¢d tim mach ¢ bénh nhan nguoi 16n
co:
+ Biéu hién bénh 1y tim mach, huyét khi mach mau (tién sir bénh Iy mach vanh, dot quy
hoac bénh Iy dong mach ngoai bién) hoac: i
+ Bénh nhén déi thao dudng typ 2 c6é ghi nhan ton thuong co quan dich.

LIEU DUNG - CACH DUNG:

Céch dung:

Ubng ngay 1 lan. Udng thude khong phu thudc bita n vi thirc n chi 1am giam nhe sinh kha
dung cua thudc.

Liéu dung:

Diéu tri tang huyét dp:

Khi bt dau diéu tri bang mot thudc, thuong chinh lidu sau 1 thang (hodc ngéin hon & cac
bénh nhan cé nguy co cao nhu ting huycf:t ap d6 2). Khi khong kiém soat duoc huyét ap &
liéu ban dau can dén nhiéu thang dé c6 thé kiém soat duoc huyét ap dong thoi tranh tac dung
phu cua thude.
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bon tri ligu: Nguoi lon: 40 mg/lan/ngay D61 v6i 1 sb nguoi bénh, chi can lidu 20
mg/lan/ngay. Néu can, sau mdi 4 tuan c6 thé ting t6i toi da 80 mg/lan/ngay. Khoang lidu 1a
tir 20 - 80 mg/ngay.

Phéi hop: O céc bénh nhan khong dap Gmg v6i don tri lidu, telmisartan c6 thé két hop véi
thudc loi tiéu loai thiazid. Dang két hop ham luong 80 mg telmisartan va 12,5 mg
hydroclorothiazid c6 thé duoc khoi dau & bénh nhan khong kiém soat dwgc huyét ap khi da
diéu tri don tri ligu bang 80 mg telmisartan hodc 25 mg hydroclorothiazid hodc ¢ cac bénh
nhén huyet ap 6n dinh voi lidu 25 mg hydroclorothiazid nhung c6 ha kali mau ¢ liéu nay.

Néu cin c6 thé ting lidu dang ph01 hop 1én dén 160 mg telmisartan va 25 mg
hydrocloroth1a21d Trude khi ting liéu, cAn cha y 1a tac dung diéu tri ting huyét ap tdi da
dat duoc gilra tuan thir 4 va tha 8 ké tir khi bat dau diéu tri.

Dy phong bién tim mach

Liéu khuyen cao la 80 mg x 1 lan/ngay. Chua 3 liu lidu thap hon 80 mg o hiéu qua trong
viéc giam tu vong do bién ¢6 tim mach hay khong.

Khi khoi dau diéu tri dé giam tr vong do bién c6 tim mach, khuyén cdo theo ddi chit ch@
huyét 4p, va c6 thé can phai chinh liéu thudc ha huyét ap.

Poi twong dic biét:

Suy than: Liéu khoi ddu 20 mg ¢ bénh nhan suy than ning. Chong chi dinh dang phéi hop
v6i thube lgi tiéu thiazid khi mirc loc cdu than <30 ml/phut.

Suy gan: Néu suy gan nhe hodc vira hodc bénh nhan tic mat, li€u hang ngay khong duge
vuot qua 40 mg/lan/ngay don tri liéu va ca dang phdi hop véi hydroclorothiazid. Chong chi
dinh dang ph01 hop v&i thuoc loi tiéu thiazid & bénh nhéan suy gan ning.

Nguoi cao tuéi: Khong can diéu chinh lidu.

Tré em du6i 18 tuéi: DO an toan va hiéu qua chua xac dinh dugc. Khong khuyén cao ding
thudc nay cho tré em dudi 18 tudi.

CHONG CHI PINH:

Man cam v6i telmisartan hodc v6i bat ky thanh phan nao cua thube.

Phu nir mang thai. Nguoi cho con bu.

Suy than ning. Suy than c6 néng do creatinin huyét > 250 micromol/lit hodc kali huyét > 5
mmol/lit hodc Clcr < 30 ml/phut.

Chéng chi dinh phdi hop véi cac thude chira aliskiren trén bénh nhan dai thao duong hodc
suy than (GFR < 60 ml/phut/1,73 m?).

Suy gan ning. Tic mat.

CAC TRUONG HOP THAN TRONG KHI DUNG THUOC:

Thai kp: Khong nén bat dau diéu tri v6i cac thude ddi khang thu thé angiotensin 11 trong
thoi ky mang thai. Trir khi viéc diéu tri voi thubc ddi khang thy thé angiotensin II 13 can
thiét, can chuyén qua thubc diéu tri huyet ap khac an toan hon khi dy dinh mang thai, va
ngung su dung thudc ddi khang thu thé angiotensin II khi phét hién c6 thai.

Tang huyét ap do bénh mach méu than: Tang nguy co ha huyét ap manh va suy thén khi
bénh nhén bi hep dong mach than 2 bén hodc hep dong mach dén than duy nhat con chire
ning dugc diu tri voi nhirng thudc tac dung trén h¢ renin-angiotensin-aldosteron.

Suy thén va ghép than: Can theo doi dinh ky nong d6 kali va creatinin huyét thanh khi ding
telmisartan ¢ bénh nhan bi suy chirc nang than. Khong c6 kinh nghiém sir dung telmisartan
0 bénh nhan moi ghép than.

Mt thé tich ndi mach: Mét nudc (giam thé tich va natri huyét do nén, ia long, dung thude
loi niéu kéo dai, tham tach, ché do an han ché mudi) lam ting nguy co ha huyet ap qua muc.

Phai diéu chinh rdi loan nay trude khi ‘dung telmisartan hodc giam lidu thudc va theo ddi
chit ché khi bat dau diéu tri. Khong chdng chi dinh ting lidu telmisartan khi c6 ha huyét ap
thoang qua, nhung phai theo ddi chit ché liéu phap diéu tri sau khi huyét ap di 6n dinh (nhu
tang thé tich dich).

Phong bé kép hé renin-angiotensin- -aldosteron: Nhu 1a mot h¢ qua cua vige e ché hé renin-
angiotensin-aldosteron, di c6 béo cdo vé viéc thay ddi chire nang than (ké ca suy than cap)
o nhung bénh nhan nhay cam, dédc biét khi dung két hop véi cac thude 6 anh huong to1 h¢
nay. Vi thé nén giéi han sy phong bé kép hé renin-angiotensin-aldosteron (vi du phdi hop
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thém mét thudc e ché enzym chuyén véi mot thude wre ché thy thé angiotensin II hoac
aliskiren) trong mot sd trudng hop duoc xac dinh cu thé cing véi viée theo ddi sat chirc
nang than.

Nhitng bénh Iy khdc c6 kich thich hé thong renin-angiotensin-aldosteron: O bénh nhan co
chtrc nang than va truong luc mach phu thudc nhiéu vao hoat dong cua hé théng renin-
angiotensin-aldosteron (vi du b¢nh nhan bi suy tim sung huyet ndng hodc bao goém ca hep
dong mach than), viéc diéu tri cac thudc co anh huong dén hé thong renin- angiotensin-
aldosteron s€& géy ha huyét ap cép, ting nito huyét, thiéu niéu hoic suy than cip (nhung
hieém).

Tang aldosteron nguyen phat: N6i chung nhitng bénh nhén tang aldosteron nguyén phat sé
khong dap tmg véi cac thude tri ting huyét ap tac dong thong qua sy trc ché hé théng renin-
angiotensin. Do vay khong nén str dung telmisartan & nhitng bénh nhan nay.

Hep van hai lé va van dong mach chii, bénh co tim phi dai tic nghén: Nhu cac thube gidn
mach khac, can dédc bi€t chi y cac bénh nhan bi hep van dong mach chu hodc van hai la hay
cd co tim ph1 dai tic nghen

Téang kali mdau: Khi diéu trj cing voi cac thude anh huorng den hé théng renin- angiotensin-
aldosteron c6 thé gy tang kali huyet dic biét & ngudi cao tudi va suy than, giam liéu khoi
dau ¢ nhitng ngudi bénh nay. Can theo dbi lwong kali huyét thanh ¢ bénh nhan c¢6 nguy co.
Dua trén kinh nghlem su dung thuoc anh hudng trén hé renin- anglotensm -aldosteron, vi¢c
dung phdi hop véi cac thude loi tiéu glu’ kali, b6 sung kali, mubi thay thé chira kali hoic
nhimng thude khac ma co thé lam tang nong do kali (heparln ), c6 thé 1am tang kali huyét
thanh do d6 can chu ¥ khi ding chung cac thuoc nay voi telmisartan.

Suy gan: Telmisartan dwoc thai trir chil yéu qua mat. Sy thanh thai bi suy giam ¢ nhimg
bénh nhan bi bénh 1y tic mat hay suy gan. Can sir dung telmisartan than trong ¢ nhiing bénh
nhan nay.

Nhitng chi. y khac: Qua nhiing nghién cuu vé céac thuéc {rc ché enzym chuyén angiotensin
cho thay cac thude wre ché thu thé anglotensm bao gdm ca telmisartan rd rang cho tac dung
ha huyet ap kém hon ¢ nhung ngudi da den so voi nhitg nguoi c6 da mau khac, co thé do
nguoi da den tang huyet ap co tinh trang renin thap hon.

Nhu moi thudc chdng tang huyét ap, su giam huyé€t 4p qua mirc ¢ nhiing bénh nhan c6 bénh
tim hozc tim mach do thiéu mau cuc bd c¢6 thé din dén nhdi mau co tim hay dot quy.

Loét da day - ta trang tién trién hodc bénh da day - rudt khac (ting nguy co chay mau da
day - rudt). .

Than trong khi st dung cho cac bénh nhan c6 tién st phtu mach c6 hoac khong lién quan
dén thudc te ché enzym chuyén hoic chen thu thé angiotensin II.

Telmisartan c6 thé gay rdi loan chuyén hoa porphyrin nén chi ding khi khong c6 cac thude
khéc an toan hon dé thay thé va than trong & bénh nhan néng.

ZHEKOF c¢6 chtra mannitol, do d6 ¢o thé ¢o tac dung nhuan trang nhe.

Str dung cho phu nir cé thai va cho con bu:

Thoi ky mang thai

Thén trong, khong nén dung telmisartan trong 3 thang dau mang thai. Néu c6 y dinh mang
thai, nén thay thé thudc khéc trude khi cé thai. Chédng chi dinh dung telmisartan tir sau thang
thtr 3 cua thai ky vi thuoc tac dung tryc tlep 1én hé thong renin - angiotensin, c6 thé gay ton
hai cho thai: Ha huyét ap, suy thin co hdi phuc hodc khong héi phuc, vo niéu, giam san
xuong so & tré so sinh, gy chét thai hodc tré so sinh. it nuéc 6i & ngudi me (co thé do giam
chtrc ning than cua thai) két hop véi co ctng chi, bién dang so mit va phoi giam san da
duogc thong bao. Khi phat hién co thai, phai nglng telmisartan cang som cang tot.

Thoi ky cho con bu

Chong chi dinh dung telmisartan trong thoi ky cho con bu vi khong biét telmisartan c6 bai
tiét vao sita me hay khong. Pé dam bao an toan cho tré bu me, phal quyet dinh ngung cho
con bi hodc ngimg thude, tiy theo tim quan trong ciia thude ddi véi nguoi me.

Anh hwéng cia thuoc doi voi cong viée (nguoi van hanh may moc, dang 1ai tau xe, nguoi
lam viéc trén cao va cac truong hop khac):
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Tinh trang chong mat, choang vang hoac ngu lo mo c6 thé thinh thoang xuét hién khi dang
sir dung thudc diéu tri ting huyét ap, nén can than trong khi 1ai xe va van hanh may méc.

TUONG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC LOAI TUONG
TAC KHAC: ,
Chua du sb liéu danh gia do an toan va hiéu luc khi dung ddng thoi telmisartan véi cac thude
trc ché ACE hoic cac thudc chen beta- adrenergic. Telmisartan c6 thé lam ting tac dung
giam huyét ap cua cac thudc nay. Khong duoc dung phdi hop aliskiren véi telmisartan &
bénh nhan dai thao duong (Clcr < 60 mi/phat).

St dung telmisartan cung v6i cac thuéc NSAID, nhat 14 COX-2 c6 thé gy réi loan hoidc
suy churc ning than, néu can theo ddi chirc ning than ¢ nhitng bénh nhan nay.

Céc thudc trc ché hodc cam tng cytochrom Paso (CYP), gan nhu khong c6 twong tac vé dugc
dong hoc. Telmisartan khéng chuyén héa qua cytochrom Pgso. Telmisartan khong gay trc
ché cac isoenzym CYP ngoa1 trr CYP2C19.

Digoxin: Dung dong thoi véi telmisartan 1am tang nong dg cua digoxin trong huyét thanh,
do d6 phai theo dai nong do digoxin trong mau khi bat dau diéu tri, diéu chinh va ngimg
telmisartan dé tranh kha nang qua liéu digoxin.

Warfarin: Dung dong thoi véi telmisartan trong 10 ngay lam giam nhe ndéng d6 warfarin
trong mau nhung khong lam thay doéi INR.

Céc thudc loi tiéu: Lam ting tac dung ha huyét ap cua telmisartan.

Céc thube loi tiéu giir kali: Ché do bo sung nhiéu kali hodc dung cung cac thudc giy ting
kali huyét khac c6 thé lam ting thém tac dung ting kali huyét cta telmisartan.
Corticosteroid: giam tac dung ha huyét ap.

Lithi: C6 thé 1am ting ndéng do huyét thanh (thuan nghich) va doc tinh lithi khi dung chung.
Néu can phai dung chung, khuyén céo nén theo ddi than trong néng do lithi huyét thanh.
Acetaminophen, amlodipin, glyburid, ibuprofen, simvastatin: Gan nhu khong c6 tuong tac
ve dugc dong hoc.

TAC DUNG KHONG MONG MUON:

ADR thuong nhe va thoang qua, hiém khi phai ngimg thude.

It gép, 1/1 000 < ADR < 1/100.

Toan than: Mét moi, dau dau, ha huyét ap qua mirc, chong mit dic biét trén cac bénh nhan
mét dich (nhu bénh nhan dung lidu cao thude loi tiéu), phu chén tay, phu mach, tiét nhiéu
mo héi, nhin mo.

Than kinh trung wong: Tinh trang kich dong, lo ling, chong mat.

Ti€u hoa: Kho miéng, budn nén, dau bung, trao nguoc acid, kho tiéu, d?ly hoti, chan an, ia
chay.

Tiét ni¢u: Gidm chure nang thén, tang creatinin va uré huyet nhiém khuéan duong tiét niéu.
H6 hip: Viém hong, viém xoang, nhlem khuan duodng ho hép trén, c6 céc triéu chimg gidng
ctm (ho, sung huyét hoic dau tai, sét, sung huyét miii, chay nudc mili, hit hoi, dau hong).
Xuong - khop: Pau lung, dau va co thit co. C6 cac triéu chimg giéng viém gan.

Chuyén hoa: Tang kali huyét.

Hiém gdp. ADR < 1/1 000

Toan than: Phu mach.

Mit: Réi loan thi gic.

Tim mach: Nhip tim nhanh, glam huyét 4 4p qua muc hoac ngat (thuong gip & nguoi bi giam
thé tich mau hodc giam mudi, diéu tri bang thudc loi tiéu, dic biét trong tu thé dimg).

Ti€u hoa: Chay mau da day - rudt.

Da: Ban da, may day, ngua.

Gan: Tang enzym gan.

Mau: Giam hemoglobin, giam bach cau trung tinh.

Chuyén hoa: Tang acid uric huyét, ting cholesterol huyét.

Huodng dan cach xir tri ADR

Diéu tri ha huyét 4p qua mac: Dat ngudi bénh nam ngua, néu ha huyet ap nang can thiét
phai truyén tinh mach dung dich nuéc mubi sinh 1y dé 1am tang thé tich dich.

QUA LIEU VA CACH XU TRi:
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S liéu lién quan dén qua liéu ¢ nguoi con han ché.

Triéu chung: Nhip tim cham (do kich thich ph6 giao cdm) hodc nhip tim nhanh, chéng mat,
choang vang, ha huyét 4p qua muc, ting creatinin huyét thanh, va suy than cip.

Xir tri: Theo ddi chit ché bénh nhén, diéu tri triéu ching va hd trg. Telmisartan khong duoc
loai bo bang tham tich mau. Bién phap xir tri phu thudc vao thoi gian tir khi udng thude va
muc do nghiém trong cua triéu chimg. C6 thé gy non hoac rua da day. Than hoat c6 thé ¢
ich trong dleu tri qua lidu. Theo dbi dién g1a1 va nong d9 creatinin trong huyét thanh thuong
xuyén. Néu ha huyet ap xay ra, dat nguoi bénh nam ngua, truyén tinh mach dung dich nudc
mudi sinh 1y dé 1am tang thé tich dich.

Piéu kién bio quan: Noi kho rao, tranh 4nh sang, nhiét d6 khong qua 30°C.

Han ding ciia thude: 36 thang ké tir ngay san xuit.

Séan xuat tai: ) ]

CTY TNHH DUQC PHAM DAT VI PHU

(DAVI PHARM CO., LTD.) )

Lo M7A, Buong D17, Khu CN My Phudc 1, Phuong Théi Hoa, Thi xa Bén Cat, Tinh Binh

Duong, Viét Nam
Tel: 0650-3567689  Fax: 0650-3567688

Ngay xem xét sira d6i, cip nhat lai ndi dung huéng din sir dung thude:
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