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Rx- Thudc bén theo don
TELZARTAN 80
(Vién nén telmisartan 80 mg)
CANH BAO: MACLEODS PHARMACE!
Thuéc nay chi ding theo don ciia bdc sy. Atlanta Arcade, 3rd Fioor, Maro

= Near Lesla H :
Doc kj hudng dan sir dung trudc khi dimg. otel; Andhor (East), 1

Néu cén thém théng tin xin hoi y kién bdc sy.

Khéng ding qua liéu da dugc chi dinh

Théng bdo cho bdc sy nhitng tac dung khong mong muén gdp phdi khi sz dung thudc.
Khéng sir dung thudc di qud han ding.

Dé thudc ngoai tam véi ciia tré em.

THANH PHAN: /1"/

MG3i vién nén khong bao c6 chia: )

Hoat chdt: telMiSArtan ............c.oveveeeeiverrseeesnreseesssessesseses 80 mg

Ta dugc: Magnesi oxid nhe, mannitol, crospovidon, silic dioxid keo, natri hydroxid, cellulose vi
tinh thé, magnesi stearat.

DUQC LUC HOC:

Telmisartan 12 mdt chit d6i khang dac hiéu cia thy thé angiotensin II (tuyp AT)) & co tron thanh
mach va tuyén thuong than.

Trong hé théng renin-angiotensin, angiotensin II dugc tao thanh tir angiotensin I nhé xtic tac cia
enzym chuyén angiotensin (ACE). Angiotensin II 1a chét giy co mach, kich thich v6 thuong than
tdng hop va giai phong aldosteron, kich thich tim. Aldosteron lam giam bai tiét natri va ting bai
tiét kali & than.

Telmisartan ngan can gén chi yéu angiotensin II vao thu thé AT; & co tron mach méau va tuyén
thuong thén, gay gidn mach va giam tac dung cua aldosteron.

Thu thé AT, ciing tim thdy & nhiéu m6, nhung khong 5 thy thé nay c6 lién quan gi dén su én
dinh tim mach hay khong. Telmisartan c6 4i lyc manh véi thu thé AT,, gip 3000 1an so véi thu
thé AT,. ”
Khong gidng nhu céc thudce trc ché enzym chuyén angiotensin - nhom thube duoc ding rong rai

dé diéu tri ting huyét ap, cdc chét dbi khang thy thé angiotensin II khong tc ché gidng héa
bradykinin, do d6 khong gdy ho khan dai ding - mét tic dung khéng mong mudn thuomg gap khi

diéu trj bang c4c thudc trc ché ACE. Vi vay cac chét déi khang thu thé angiotensin II duoc ding

cho nhimg ngudi phai ngimg sir dung thude e ché ACE vi ho dai déng.

O ngudi, liéu 80 mg telmisartan trc ché hiu nhu hoan toan tang huyét 4p do angiotensin II. Téc

dung trc ché (ha huyét ap) duoc duy tri trong 24 gior va van con do dugc 48 gio sau khi ubng.

Sau khi udng liéu ddu tién, tac dung giam huyét 4p biéu hién tir tir trong vong 3 gi& diu. Thong

thudng, huyét 4p d6ng mach giam téi da dat dugc 4 - 8 tuan sau khi bat dau diéu tri. Tac dung

kéo dai khi diéu tri lau dai. O ngudi ting huyét ap, telmisartan lam giam huyét 4p tm thu va tim

truong ma khong thay déi tin sb tim. Tac dung chdng ting huyét 4p cua telmisartan ciing tuong

duong véi cac thube chdng tang huyét ap loai khac.
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Khi ngimg diéu trj telmisartan dot ngot, huyét ép tro lai dan dén trong vai ngay nhu khi chua
diéu tri, nhung khéng c6 hién tuong ting manh trd lai.

DUQC PQNG HOC:

Telmisartan dugc hip thu nhanh qua duong tiéu héa. Sinh kha dung tuyét déi duomg udng phu
thudc lidu ding: Khoang 42% sau khi ung liéu 40 mg va 58% sau khi udng liéu 160 mg. Sur c6
mit cua thirc an 1am giam nhe sinh kha dung cta telmisartan (giam khoang 6% khi dung lidu 40
mg). Sau khi uéng, ndng d6 thudc cao nhét trong huyét tuong dat dugc sau 0,5 - 1 gid.

Hon 99% telmisartan gén vao protein huyét tuong, chit yéu vao albumin va o -acid glycoprotein.
Su gin vao protein 1a hing dinh, khong bi anh huéng boi sy thay doi liéu. Thé tich phan bd
khoang 500 lit.

Sau khi tiém tinh mach hodc udng telmisartan, hau hét lidu da cho (hon 97%) duoc thai trir duéi
dang khéng d6i theo dudmg mat vao phén, chi lugng rat it (dudi 1%) thai qua nude tiéu. Nira doi
thai trir cua telmisartan khoang 24 gio, ty 1&€ ddy dinh cua telmisartan vao khoang 15 - 20%.
Telmisartan duoc chuyén hoa thanh dang lién hop acylglucuronid khong hoat tinh, duy nhét thiy
trong huyét tuong va nudc tiéu. Ubng telmisartan véi liéu khuyén cao khong géy tich lily dang
ké vé 1am sang.

Duoc dong hoc cia telmisartan & tré em dudi 18 tudi chwa dugc nghién ciru, Khong c6 sw khac
nhau vé dugc dong hoc & ngudi cao tudi va ngudi dudi 65 tudi. Nong db telmisartan trong huyét
tuong & nit thuomg cao hon & nam 2 - 3 1an, nhung khéng thdy tang c6 y nghia vé dap tmg huyét
ap hoac ha huyét ap thé dung & ni. Do vay khong can diéu chinh liéu.

Suy than nhe va trung binh: Khéng can phai didu chinh liéu. Loc méu khong c6 tac dung thai trir
telmisartan.

Suy gan: Néng d¢ telmisartan trong méu ting va sinh kha dung tuyét déi dat gin 100%.

CHI PINH:

Diéu trj tang huyét ap: C6 thé ding don doc hodc phdi hop véi céc thude chéng tang huyét ap
khac.

LIEU LUQNG VA CACH DUNG: (?/

Thudc diing dudng ubng. Ding theo su chi din ca bac st didu tri.

Cach dung:

Udng ngay 1 14n, khong phu thuéc bita in.

Liéu dung:

Nguoi 16n: 1 vién (80 mg telmisartan) /1 lan/ngay. Telmisartan c6 thé két hop véi thude loi tidu
loai thiazid. Truéc khi ting lidu, can chil ¥ 1a tic dung chéng ting huyét ap ti da dat duoc gitta
tuan thir 4 va thtr 8 ké tir khi bt dau diéu tri.

Suy than: Khong can diéu chinh lidu.

Suy gan: Néu suy gan nhe hogc vira, lidu hang ngay khong duogc vuot qua 40 mg/1 1an/ngay. Do
d6 khong dung vién nén telmisartan cho bénh nhén suy gan

Ngudi cao tudi: Khong cén didu chinh lidu.

Tré em dudi 18 tudi: D§ an toan va hiéu qua chua xéc dinh dugc.

CHONG CHIi PINH:

Qua man véi thube.

Phu nit mang thai. Nguoi cho con bu.

Suy thén nang.

Suy gan nang. Tic mat.
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KHUYEN CAO VA THAN TRONG: ‘
Theo d8i ndng @) kali huyét, dic biét & ngudi cao tudi va ngudi suy than. Giam lidu khoi dau &
nhimg ngudi bénh nay.

Ngudi hep van ddng mach chit hodc van hai la.

Bénh co tim phi dai tic nghén.

Suy tim sung huyét niang (cé thé nhay cam dic biét véi thay dbi trong hé renin - angiotensin -
aldosteron, di kém vdi giam tiéu, ting uré huyét, suy than cap co thé gy chét).

Mét nude (giam thé tich va natri huyét do non, ia long, dung thude loi niéu kéo dai, tham tach,
ché d6 an han ché mudi) 1am tang nguy co ha huyét ap trigu ching. Phai diéu chinh réi loan niy
trude khi dung telmisartan hodc giam lidu thubc va theo doi chat ché khi bit dau diéu tri.

Loét da day - t4 trang thé hoat ddng hoiic bénh da day - rudt khac (ting nguy co chay mau da day
- rudit).

Suy gan mirc d¢ nhe va trung binh.

Hep dong mach thén.

Suy chirc néng thdn nhe¢ va trung binh.

ANH HUONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC:

Cén than trong khi 131 xe, sir dung méy méc hodic lam céc viée khac c6 thé giy nguy hiém, vi ¢6
thé chong mat, choang véang do ha huyét 4p.

TUONG TAC THUOC:

Chua i sb lidu danh gid dd an todn va hidu luc khi ding dong thoi telmisartan voi cdc thude te
ché ACE hoic cdc thubc chen beta-adrenergic. Telmisartan cé thé 1am ting tdc dung gidam huyét
ap cia céc thude nay.

Digoxin: Diing déng théi voi telmisartan 1am tang néng do cia digoxin trong huyét thanh, do d6
phai theo ddi ndng d¢ digoxin trong méu khi bit ddu didu tri, diéu chinh va ngimg telmisartan dé
tranh kha ning qué lidu digoxin. Y
Cac thude lgi tiéu: Lam tang téc dung ha huyét ap cua telmisartan. %‘
Warfarin: Ding ddng thoi véi telmisartan trong 10 ngdy lam giam nhe ndng do warfarin trong
méu nhung khéng 1am thay déi INR.

Cde thudc lpi tiéu giit kali: Ché db bd sung nhidu kali hodc ding cling cac thudc gay tang kali
huyét khac c6 thé 1am tang thém téc dung ting kali huyét ciia telmisartan

SU DUNG CHO PHU NU €O THAI VA CHO CON BU:

Thoi ky mang thai:

Do thén trong, khéng nén ding telmisartan trong 3 thang d4u mang thai. Néu c6 ¢ dinh mang
thai, nén thay thé thubc khac trude khi ¢é thai. Chdng chi dinh diing telmisartan tir sau thang thir
3 ciia thai ky vi thude tac dung trire tiép 1én hé théng renin - angiotensin, c6 thé ghy tn hai cho
thai: Ha huyét ap, suy thin cé hdi phuc hodic khong hdi phue, v6 niéu, giam san xuong so ¢
tré so sinh, gdy chét thai hoic tré so sinh. It nuéc 6i & ngudi me (c6 thé do giam chuc ning
than cua thai) két hop v6i co ctmg chi, bién dang so mit va phdi giam san did duoc thong
béo. Khi phat hién c6 thai, phdi ngimng telmisartan cing sém cang tbt.

Thoi ky cho con bu:

Chébng chi dinh diing telmisartan trong thoi ky cho con bit vi khong biét telmisartan cé bai tiét
vao sita me hay khéng. Pé dam bao an toan cho tré bil me, phai quyét dinh ngung cho con b
hodc ngimg thude, tiy theo tAm quan trong cua thude dbi véi ngudi me.
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TAC DUNG KHONG MONG MUON:

Céc tac dung khong mong mudn thuong nhe va thoang qua, hiém khi phai ngimg thubc.

It gép, 1/1000 < ADR < 1/100.

Toan than: Mét moi, dau diu, chong mét, phu chan tay, tiét nhidu md hoi.

Thén kinh trung wong: Tinh trang kich dong.

Tiéu héa: Khd miéng, budn nén, dau bung, trdo ngugc acid, kho tiéu, ddy hoi, chan an, ia chay.
Tiét niéu: Giam chic ning thin, ting creatinin va nitrogen uré huyét (BUN), nhiém khuén
duong tiét niéu.

H6 hép: Viém hong, viém xoang, nhiém khuin duong ho hép trén (ho, sung huyét hoic dau tai,
sdt, sung huyét miii, chay nuéc mii, hat hoi, dau hong).

Xuong - khop: Pau lung, dau va co thit co.

Chuyén hoa: Ting kali huyét,

Hiém gap, ADR < 1/1000

Toan than: Phtt mach.

Mit: Réi loan thi gi4c.

Tim mach: Nhip tim nhanh, giam huyét 4p hodc ngat (thuong gap & ngudi bi giam thé tich mau
hodc giam mudi, didu tri bing thudc loi tidu, dic biét trong tu thé dimg).

Tiéu héa: Chay mau da day - rudt.

Da: Ban, may day, ngira. e
Gan: Tang enzym gan. gy O
Mau: Giam hemoglobin, giam bach cau trung tinh. [P. g
Chuyén héa: Tang acid uric huyét, tang cholesterol huyét.

QUA LIEU VA XU TRI KHI QUA LIEU:

S ligu lién quan dén qua liéu & nguoi con han ché.
Biéu hién qua liéu cAp va/hodc man: Nhip tim chdm (do kich thich phé giao cam) hodc nhip tim
nhanh, chéng mit, chodng vang, ha huyét ap.

X tri: Diéu tri triéu chimg va hd trg.

Cham séc hd trg: Nhimg nguoi duge xac dinh hodc nghi ngo ding qua liéu thube cé cha dinh
nén chuyén dén kham tam than.

BAO QUAN:

Bao quan dudi 30°C, noi khoé rdo. Tranh anh sang.
DANG BAO CHE VA QUY CACH PONG GOI{ -
Hop 3 vi x 10 vién nén khdng bao.

TIEU CHUAN CHAT LUQNG:

Nha san xudt

HAN DUNG: P. TRUO\J(T PHONG

24 thang ké tir ngay san xuét. E/VI uye on S uy Ja ng

S6 16 san xudt (Batch No.), ngay san xudt (Mfg. date), han dung (Expiry date): xin xem trén
nhan bao bi.

San xuét tai An Do boi:
MACLEODS PHARMACEUTICALS LTD.
Block N-2, Vill. Theda, P.O. Lodhimajra, Baddi, Distt. Solan (H.P.), India.




