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1. THANH PHAN CONG THUC THUGC

M vidn nén ZHEXOF chia:

Thénh phdn durx chdt:

Telmisartan ... 40 g

Thanh phdn td duc:

Mannitol, ceflulose vi tinh thé, povidon, natri carbonat, talc, natri starch glycolat, natri lauryl sulft, magnes!
stearot.

MSi vién nén ZHEKOF-80 chida:

Thanh phén dutc chit:

Teimisartan ... BOmg

Thanh phén td duc:

Mannitol cefulose vi tinh thé, natri kaun sulfat, natri hydroxyd, croscarmeliose natri, magnes| steardt.

2. DANG BAO CHE
ZHEKOF: Vidn nén dai, mdu trdng, mdt mat co ddp logo ¢# , mat kia ¢6 dp gach ngang
ZHEKOF-80: Vién nén dAi mau tring, hal mit tron.

3. CHI DINH

Didu trj ting huyét dp:

Dbu tri ting huyét p & ngudi én.

Dy phdng binh tim mach:

Gidm ty i bénh tim mach & nguii Idn co:

- Biéu hién bénh ly tim mach, huyt khéi mach mau (tién sit bénh ly mach vanh, dot quy hodc bénh Iy
6ng mach ngoai bidn) hodc:

- Bénh nhan d4i thio dudmg typ 2 cd ghi nhdn tén thuong ca quan dich.

4. CACH DUNG, LIEU DONG

Céch dung:

Nén udng 1 ln/ ngdy vt nudc, cé thé udng ciing hodic khdng cling véi thuc dn.

Nén thdn trong tnudic khi bdo qudn hode st dung thude.

Nén gilf telmisartan trong v kin do hoat chit ¢é tinh hut Sm. Nén udng vién ngay khi Iy ra khéi vi,

Lidu dung:

Li€u ¢6 hidu qud thudmg 13 40 mg x 1 18n/ ngdy. Mot s8 bénh nhan c6 thé dat duge tic dyng didu tr &

Tibu hiang ngay 20 mg. Trong trudng hap khdng dat dugc huyét 4p muc tidy, ¢6 thé tang liéu telmisartan

8én Iy t5i da 80 mg x 1 1n/ ngdy. Ngodi ra, telmisartan cé thé dugc ding phéi hap v thudc lgi tidu

thiazid nhy hydroclorothiazid. phéi hop ndy da cho thiy tang tac dung ha huyét dp cla telmisartan, Khi

can nhdc ting liéu, cdn nhdé 1 tic dyng ha huyét 4p t6i da thudng dat dugc sau 4 - 8 tudn sau khi khéi

afu Géutri.

Dy phong bénh tim mach:

Lidu khuyén cdo | 80 mg x 1 18n/ ngdy. Chua rd liéu liéu thdp hon 80 mg cb higu qué trong viéc glam ty

1 bénh tim mach hay khdng.

Khi khét ddu didu trj d€ gidm ty 1 bénh tim mach, khuyén co theo doi chit ché huyét 4p va co thé cin

phai chinh liéu thuéc ha huyét dp.

%1 nuong doc bigt:

Bénh nhén suy thén:

Kinh nghiém si dung thuéc & bénh nhan suy than ning hodc bénh nhan chay than cén han ché. Khuyén
o ding liéu khai ddu 20 mg & nhing bénh nhan ndy, Khéng cén hiéu chinh liéu cho bénh nhan suy
thin nhe dén vira.

Suy gan:

Chéng chi dinh teimisartan cho bénh nhan suy gan ning.

G'bénh nhan suy gan nhe 6€n visa, liéu ding khong nén visgt qué 40 mg x 1160/ ngay.

Ngudi coo tudi:

Khéng cén diéu chinh liéu cho bénh nhan cao tudi.

Tré em dudi 18 twbi:

An todn va hiéu qud cla telmisartan & tré em va thi€u nién dudi 18 wéi chua dugc thiét 13p.

Chua thé dua ra liéu khuyén céo tis nhiing di ligu hién c6.

5, CHONG CHI BINH

Min cim véi telmisartan hodc véi bt ky thanh phin nao clia thudc.

Ba thing gitta v ba thing cudi thai ki.

Thc mat.

Suy gan ning.

Chéng chi dinh phéi hop véi céic thusc chua aliskiren trén bénh nhan dai thao dutng hodc suy than (GFR
< 60 mL/ phit/ 1,73 md).

6. CANH BAO VA THAN TRONG KHI DUNG THUGC

Ph it cé thal:

Khéng nén bat du dibu trj vél cic thubc d61 khang thu thé anglotensin Il (ARB) trong théi ky mang thal,
Tris ki wibe Bidu trj w6l ARB 1 cin thiét, nén chuyén sang diéu trf tang huyét 4p thay thé ¢6 théng tin an
todn khi s dung cho phy nir mang thai 43 duge thidt 13p. Khi bénh nhin dugc chin dodn mang thal,
nén nglng ARB ngay va khéi ddu didu tr| thay thé néu phi hop.

Sury garn

Khéng s dung telmisartan cho bénh nhan bj & mt, tdc mit hodc suy gan niing vi telmisartan thai tris
chis yéu qua mit Nhing bénh nhan nay c6 thé bi gidm 89 thanh thdi & gan cia telmisartan. Chi nén st
thang mbt cach thin trong telmisartan & bénh nhan suy gan nhe 4én vita,

Tang huyét dp do bénh mach madu thén:

Cosyitng nguy ca ha huyét 4p ndng va suy thin khi bénh nhan b hep 80ng mach than 2 bén hodc hep
ng mach 0én thin duy nhit con chic nang duoe dibu tr) véi nhing thubc thc dyng trén he
renin-angiotensin-aldosteron.

Suy than v ghép thon:
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thube uc ché chon lpe COX 2), hepatin, thufic Ge chd plbey dich (cyelonpenin hebe taciMinms), v
trimethoprim,
CAc nh trang A késm, dc bigt 15 mat nude, tim ot bl elp, nbiben toan el bim, sy b e
nang than, tinh trang than xdu di dbt ngbt (nhiu bénk ahiléen teiindg), by g1 b (nbas 8 b e
b chi c8p tinh, 1du ces vin, chiln thitdig kéo dal),
Khuyéin co theo dol chst ché kall huy8t thanh & nhiing bénh nhan e nguy co
Ching toc:
GiBng nhu cde thude e chl ACE, talimisartan vh cac ARE khe €6 thc dung b byt Ap i hon O ot
nihan da den so val cac chiing toe khvae, o6 thé 1 do ty 1€ bEnh ntisn e4 teang thill renin thip &bk ritin
da den bj tang huyét dp cao hon,
Than trong khde!
Nhif che thude chéing tang huyét Ap khiac, ha huyt 4 qu mac & che bnb nhde bl blnt tiin hege thn
mach do thiéu mau cuc bo c6 thé din dén nhél mau co tim hode 6t quy.
Ciinh béo libn quan dén té dugc
ZHEKOF/ZHEKOF-80 c6 chita mannitol, do dé c6 thé 6 tae ding nhubn 1ehng it

7.5U DYNG THUGC CHO PHY NU' CO THAI VA CHO CON B0

${r dung thubc cho phy ni ¢6 thal

Khong khuyén cio sir dung ARE trong 3 thang dau thal ki, Chéng chi dinh AR treng 3 thineg it vh 3
thang cudi thal ky.

Chua 6 ady dii thong tin vé vibc sif dyng telmisartan cho phu nt mang thal. Che nghilbn cdu b By
vit cho thly doc tinh trén sinh sén,

BAng chimg dich t& hoc chua thé két ludn nguy co qual thal sau khi phat nbiléem v thube Ge ché ACE
trong 3 thang déu thal ky; tuy nhién sy gia ting nhé nguy oo khibrg thé Buce loa s, Trong khi khbng
€6 thong tin dich t& hoc €6 A61 ching vé nguy co khi diing ARE, che neiy ¢ tueng 1 ed the 1t 11 khi
diung nhém thube nby. Tri khi vibe t1ép tuc st dung ARB duec chn nhic (5 thigt yéu, bbnh nhian ¢4 ¢ dink
mang thal nén thay d6i sang diéu tr| thay thé c6 thong tin an tohn khi s dyng ehe phy 0t mareg thal i
durgic thiét 13p. Khi bénh nhin duge chin don Ih mang thal, nén nging ngay dibu 1 vin ARE vh khin déu
diéu tr| thay thé néu phi hgp.

Phai nhiém vai ARB trong 3 thang gitia vi 3 thang cul thal ky gy chm g dde tink trbn thal rbl & PN
(gidm chirc nang than, thidu 61, chim hoa 6t xuong so) v dbe tink trén 1 se sinh (suy than, ha huyét
4p, ting kall huyét),

Néu bénh nhan tiép xic vél ARB tif 3 thang gt thal ki, khuyén cao sibu m a0 ki 1rs ehie i than
VA XU $0.

Tré s sinh 6 me it dung ARB nén durge theo doi chjt ché tinh trang ha huyét p.

Sir dyng thubc cho phy nif cho con b

Wi chua c6 thong tin vé viée sif dyng telmisartan cho phis nif che con b, khdinig khiiyén cho ding
telmisartan cho phy nir cho con b vh t8t nhit nén ding cac didu tri thay thé c6 thbrg tin an tosn ki
diing cho phy ni cho con bi da duge thidt 1dp, dic bigt 14 khi che tré sar sink hobe cho tré sink non b,
Kha niing sinh sdn

Trong cdc nghitn citu tién 1am sang, telmisartan khong snh huéng dén ki ang sinh shn & nam gidl vh
nlrgidi,

8. ANHHUGNG CUA THUGC LEN KHA NANG LA XE, VAN HANH MAY MOC

Khi 14 xe va vin hanh may méc cdn chi ¢ ring chéng mit hode bubn ngis déi khi e4 thé why ra kil ding
thude chdng tang huyét ap nhu telmisartan,

9. TUONG TAC, TUONG KY CUA THUGC

Digoxin:

Khi ding d6ng ther telmisartan va digoxin, néng a6 dinh trung binh trong huyét tiang cia digoxin thng
49% va néng 40 day ting 20%. Khi khén dau, didu chinh lidu vh nging telmisartan, cAn theo déi g a6
digoxin dé duy tl néng do trong khodng diéu tr).

Nhu cic thude khac téc 8ong 18n RAAS, telmisartan c6 thé gay ting kali huyét
Nguy cocé thé tang trong truting hep diéu trl phéi hop vol ce thude khac cing
6 kha ndng gly tAng kall huyét (cc chi phim thay thé mudl c6 chia kall, thude
o tiu tiét kiém kall, thudc tre ché ACE, ARB, NSAID (bao gém thude de ché chon
loc COX-2), heparin, thudc te ché mién dich (cyclosporin hobe tacrolimus), vi
trimethoprim).

Sy xudt hién ting kall huyt phy thude vao cac yiu t6 nguy co ién quan. Nguy
cd thng trong truting hop sir dung phdl hop cic thube duge dé chp & trén. Nguy
cof dic bt cao khi phéi hap val thudc gl tidu &t kigm kali vh khi phéi hgp vl
céc ché phim thay thé mudi c6 chia kall. Phél hgp vol thude (e ché ACE hobc
NSAID c6 nguy cd thip hon ndu cin thin lim theo cic thin trong khi s dung.
Khong khuyén cdo sit dung phéi hyp.
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Thiude Ko tiéu tiét kigm kali hode thue phdim b6 sung cd kall

ARB b telmisartan, hm gidm sy mdt kall do thude lot iéu. S dung thude o tidu
Tt kb kall b ! ' " hode amiforid, thye phim
b sung c6 kall hodc cac chd phiim thay thd mudl ¢ chia kall cd thé din dén thng
dang ké kali huydt thanh, Néu phél hop duge chl dinh do c6 ik trang hiy kall
huydt, nén ding phdt hap mdt cach thin trong va theo dol thuting xuyén kall
huyét thanh

Lithi

Tang ndng % lithi huyét thanh vi ddc¢ tinh cd hdi phuc 44 duge bao cao khi ding
chung lithi vi thuse vic ché ACE v ARB, bao gém telmisartan, Néu phéi hop duge
chung minh i cAn thit, khuyén cao theo doi cn thin ndng do lithi huyét thanh,

Phai hap can than trong khi st dung.
Thude khdng vidm khong steroid:

Cac NSAID (nhur acid acetylsalicylic & lidu khing viém, thudc (e ché COX-2 va NSAID khéng chon loe) ¢
thé gidm t4c dung chdng 1ang huyét 4p ca thubc tc ché ACE.
O mt 58 benh nhan ¢6 chiic ndng thin bi t8n thuang (nhu binh nhan mét nudc hosc ngue cao tdi ¢6
chile nang thén b tén thuong), diing chung ARB vA thudc tic ché COX ¢6 thé ghy t6n thirang chifc ning
thin ndng hon, c6 thé bao gém cA suy than cp, thudmg c6 thé hél phuc. Vi vy, nén thin trong khi ding
phdi hop, dic biét 1 & ngudi cao tudl. Nén bé sung nude ddy di cho bénh nhan va cdn nhic theo dal
chiic ndng than sau khi khéi ddu didu tri phél hgp vA dinh ky sau 46,
Trong mdt nghién ciu st dung phdl hgp telmisartan v remipril 1Am tang AUCo e vA Gy cUa ramipril v
ramiprilat 1én @én 2,5 14n. Chua rd dnh huting trén 1Am sing ciia tuong tac ndy.
Thudc lgi tiéu (thube I8 tiéu thiazid hode thude Igi tiéu quai):
Biéu trf vt thudc Igi tidu liéu cao nhu furosemid {thudc lgi tidu qual) va hydroclorethiazid (thubc ol tiéu
thiazid) trudc khi khéi ddu didu tr] véi telmisartan c6 thé din dén mdt thé tich va co nguy cd ha huyét 4p
Phai hop cdn thin trong khi si dyng.
Cdc thude chdng tang huyét dp khdc:
The dung ha huyét &p cia telmisartan 6 thé tang khi ding chung véi cac thubc chéng ting huyét 4p
khac.
Thang tin tir thir nghiém 13m sdng cho thiy phong bé kép RAAS bing phéi hgp thudc tic ché ACE, ARB
hodc aliskiren c6 lién quan dén ty 1¢ tdc dyng khdng mong mudn nhu ha huyét dp, ting kali huyét va
gidm chiic ndng thin (bao gém suy thin cdp) cao han so véi sif dung mot thubc cé tae dong trén RAAS,
Dyfa trén dic tinh duge Iy, cdc thudce sau cb thé |dm ting tac dung ha huyét 4p cua tét cd cdc thudc chdng
tiing huyét 4p bao gdm telmisartan, baclofen, amifostin. Han nifa, ha huy8t 4p tu thé cé thé néng hon khi
dlng rugu, cic barbiturat, thudc an thdn hodc thude chéng trdm cam.
Corticosteroid (tdc dung todn thdn):
Corticosteroid (tdc dung todn than) lam gldm téc dung chéng ting huyét 4p cia telmisartan.
Twonmg ky: Khdng &p dung.

10. TAC DUNG KHONG MONG MUGN CUA THUGC

Tom tht thdng tin an todn

Phdn (ng khéng mong musn nghiém trong bao gém phan Ung phan vé va phi mach (hiém gap, 1/
10,000 < ADR < 1/ 1.000) va suy than cip c6 thé xdy ra.

Ty 1 téc dung khéng mong mubn dugc bio cdo khi dung telmisartan thuting tuang duong véi khi diing
gid dugc (41,4% so val 43,9%) trong thir nghiém cé déi chimg & bénh nhan bj ting huyét 4p. Ty 18 tac
dung khdng mong mudn khong phu thudc liéu va khdng tuang quan véi gidi tinh, tudl tic hoac chiing
tdc clia bénh nhan. Thang tin an toan cia telmisartan & bénh nhan dy phdng bénh tim mach gitng véi
bénh nhan diéu tr| ting huyét ap,

Cac tdc dyung khong mong mudn ligt ké dudi ddy dugc thu thip tir cac thir nghiém lam sang c6 déi
chitng & bénh nhan didu tri ting huyét 4p va tif cde bdo cdo sau khi dua thudc ra thj trueing, Danh sdch
ciing bao gém céc tic dung khéng mong mubn nghiém trong va cc tac dyng khdng mong mudn din
dén phai ngimg thudc dugc bio cdo trong 3 nghién cini 1dm sang dai han trén 21.642 bénh nhan ding
telmisartan dé dy phong bénh tim mach trong 6 nam.

Téc dung khdng mong muén phin theo tén sust va hé co quan

ftgdip, 1/1.000 < ADR < 1/100.

Nhi&m triing vA nhiém ky sinh tring: Nhim triing duding tiéu bao gém viém bang quang, nhidm trung
dudmg héd hép trén bao gdm viém hong va viém xoang.

Méu va hé bach huyét: Thiéu mau.

Chuyén héa va dinh dutng: Tang kali huyét.

Tam thin: M&t ngu, trém cdm.

Thén kinh: Hon mé.

Tal va mé dao (tai trong): Chong mat.

Tim: Cham nhjp tim.

Mach mau: Ha huyét dp, ha huyét 4p s thé,

Ho hip, 18ng nguc va trung thit: Khé thd, ho.

Tiéu héa: Dau bung, tiéu chay, kho tiéu, ddy hai, nén.

Da va md duéi da: Nguia, tang tiét mé hai, phét ban.

Co xuong va mé lién két: Dau lung (nhu dau thdn kinh toa), co that ca, dau ca.

Thén va tiét niéu: Suy than bao gém suy thén cip.

Toan than va duting st dung: Bau nguc, suy nhugc (yéu).

Xét nghiém: Tang creatinin huyét.

Hiém gdp, 1/10.000 s ADR < 1/ 1.000

Nhidm trung va nhiém ky sinh triing: Nhiém triung huyét c6 thé din dén tf vong.

Mau v hé bach huyét: Tang bach cu 4 toan, gidm tiéu ciu.

Mién dich: Phdn Ung phdn vé, qué man.

Chuyén héa vA dinh dudng: Ha glucose huyét (& bénh nhan dai thao duting).

Tam thén: Lo du.

Thén kinh: Bubn ngli,

Thi gldc: RSI loan thi gldc.

Tim: Nhijp tim nhanh.

Tiéu hoa: Kho miéng, khé chiu da day, loan vi gidc.

Gan ma: BAt thuang chic ning gan/ bénh gan,

Da va mb dudi da: Phi mach (c6 thé gdy t&vong), cham, ban db, ndi may day, phit ban do thudc, bénh
da nhiém dbc.

Coxuong v mo lién két: Dau khdp, dau dau chi, dau gan (trigu ching gléng viem gan).

Toan than va dutmg s dung: Triéu ching gidng cim.

¥ét nghiém: Glam hemoglobin, ting acid uric huyét, ting enzym gan, tang creatinin phosphokinase
huyét,

RAt hiém gdp. ADR < 1/ 10.000

H6 hip, 18ng nguc va trung thit: Bénh phéi ke.

M6 th mdt 56 tac dung khdng mong muén

Nhiém tring buyét
Trong thi nghiem PROFESS, sy tang ty [¢ nhiém tring huyét da dugc thy khi dung telmisartan so v khi
ding gi dugc. Két qud nay c6 thé 1a do xéc sust tim thiy hojc lién quan aén mot co ché chua ro.
Ha huyét dp
Tsc dung khing mang mubn nay dugc bso cdo thuong gp & benh nhan c6 huyét &p di dugc kidm sodt
iy trj vé telmisartan aé dy phong bénh tim mach thém vio cac diu trf téu chudn.
Bait thirtmg chire ndng gan/ bénh gan
Hau hét cic truomg hop bt thuong chidc ndng gan/ bénh gan sau Kkhi dua thudc ra th) truting xudt hign
& bénh nhan ngubi Nhat. Banh nhan ngubi Nhit d bi cac téc dung khdng mong mudn nby han,
Bénh phéi ké
Céc trung hop bénh phéi ke 8 dugc bio cao sau khi dun thube ra thi rutng ¢ mol lién quan dén s
dung telmisartan. Tuy nhién, chua thiét 1ap duge méi quan hé nhan qud.
Hurtmg dlin céch xir trf ADR

D1 1rf ha huy@t dp qua mie: DBt g bénh ik ngi, nd ha iyt dp ang b SPOBE i iriryle iy
mach dung dich mude mudl sink Iy A& m (g thé fich dich

Thutic e6 thé gy ra ede tie dung khbng mong mudn khde, kitaydn bénh ahan thdny bdo e 1 e dyrig khoig
mong mudn gdp phdi ki ding thude

11, QUA LIFU VA CACH XU TRl

56 118 libn cquan d&n qua 1y & nguéi con han ehé

Tribu ehimg! Hhip L chdm (do kich thich pho glag ehm) hade nhip tm nhah, dhang sy, ehasig
ving, ha huyét Ap qua mire, thng crestinin g8t thanh, vi suy thin cdp.

il trfs Theo i chat cha banh rikn, didu 1 1 chilrg vh o tro, Talmisartan khdng disge kgl b bidg
thém tach mau, BIen phap xir i phu thiibe vae thif glan 1 kb1 atng thude vé e 86 nghii g «a
triéu chiing, C6 1hé gy nén hode riia i diy, Thian host ¢ thé oé beh treng ey i s 18y Then d dien
lai va ndng dé creatinin trong huykt thank thubing suybn Mew ba Huget A sy e, 880 nouln bk ne
ngtia, truyén tinh mach dung dich nude mudl sinh 1y 08 Ihm tang 1hé e dich

12. DAC TINH DAQIE LYEC HOC

Nhom difge Iy Thutic A61 khang thu th angiotensin 1 Thube fim rach

ME ATC: COBCADT,

C8u tric hoa hoe ciia telmisactan thude din chat benzimidazol, khong peptid Talmisariar b mot chat
A6 khang dac hidu ciia thy thé angletensin (| (typ AT) & td tron thhnsh iriaeh vA tuydn Dy thn
Tronig hé théing renin-angletensin, angiotensin Il duge 10 thanh (i anglatensl | nhé #e 1A Eda erzym
(ACE), Angl 11 14 chit gdy co mach, kieh thich v thiong than iy hegp vh gidi
phéng afel kich thich tim. 1aim glarm bl L natel vA ng bl U ball i (han
Telmisartan chii yéu ngdn can gen anglotenisi || vao thu thé ATy & co tran mach i vA 1y6n g
than, gdy glin mach va gldm tac durg cia aldosteron,

Thy thé ATs cling tim thay & nhiéu mb, nhing khong 16 thi thé nay e6 ien aquan g 4&n sy o dinh im
mach hay khong. Telmisartan co Al luc manh val thy thé ATy, g&p 3000 18n so val ihy thé Als

Khoing gidng nhu cac thufic de ché enzym chuyén anglotensin - nhotm thude duge ding 1ng 141 d& didu
e tang huyét ap, cac chit A6l khang thu thé angiotensin Il khong e chd gidng hoa bradykinin, do da
Kkhong gdy ho khan dai ddng - mot tac dung khéng meng mudn thifimg gap khi didu tr bAng e hude
\ic ché ACE. V1 vy cac chat ddi khang thu thé anglotensin il due ding cho nliting ngué phial ngima s
dung thudc e ché ACE Wi ho dai dng

& nguie, liéu 80 mg telmisartan de ché hiu nhi hoan toan t4c dunig gay tng huy8t 4 cia anglotensin
I Ligu telmisartan trén BO my/ nghy (d8n 160 mg/ ngdy) khong Ihm thng hiéu gud didu i cfia
telmisartan. TAc dung tc ché (ha huydt 4p) didac duy 11 trong 24 gier vh vAn eon do due Al gi sau khi
uéng. Sau khi udng liéu dau tién, tic dung glam huyét Ap bidu hign ti 10 trong vong 3 gi d8u. Thang
thudg, huy8t 4p ddng mach gldm 161 da dat duge 4 - B tudn sau khi bt ddu didu 1. Tac dung kdo dAl
Kkhi diéu tr] 1au dal. & ngudt tang hiy8t dp, telmisartan 1am gldm huy&t ap thm thi va 1am fidang mh
Kkhong thay déi tn s6 tim. Tac dung chéing tang huyét Ap cla telmisartan etng tuong difdng vil cac
thudic chéng ting huy8t ap loal khac.

Caing nhu cac thude 461 khang thu thé anglotensin, telmisartan cho thay co higu qué 1sm gldm 1118 tidn
trién ciia bénh than hose microalbumin nigu (rén bénh nhan dal thao duting va duge khuyén cao st
dung trén nhém bénh nhidn nay.

Telmisartan cOng dugc st dung trong didu trf suy tim sung huy8t Tuy nhien cing nhw cae AR,
telmisartan chi nén ding cho eac bénh nhan dugc chl dinh thusc dc ché men chuyén nhung khong thé
dung nap vl thudc (vi dy nhiu trén bénh nhan b ho hodc phi mach),

chuyén

13. DAC TINH DUQC DONG HOC

Telmisartan dugc hip thu nhanh qua duting tiédu hoa, Sinh kha dung tuyét a6t duding ubng phy thude
liéu dung: Khodng 42% sau khi udng l1éu 40 mg va 58% sau khi udng liéu 160 mg. 5if cd mst eba thire in
1am gidm nhe sinh kha dung ciia telmisartan (gham khodng 6% khi dng lléu 40 ma). Sau khi ung, ndng
d0 thudc cao nhit trong huyét tuong dat didge sau 0,5« 1 gies,

C6 sy khac biét vé ndng do trong huyét tuong theo gldi tink, ndng do dinh trong huy8t tueng (Cug,) cao
han khodng 3 ldn va AUC cao hon khodng 2 [8n & phy ni so val nam gidl, nhung khong anh hémg dén
hiéu qua.

Han 99% telmisartan gn vao protein huyét tuong, chi yéu vao albumin va ai-acld glycoproteln. Su gdn
vao protelin Ia hiing dinh, khong bj anh hitding b su thay 6 116u, V,; khoang 500 L,

Sau khi tiém tinh mach hode uéng, telmisartan difgc chuyén hoa thanh dang lién hap acylglucuronid
khéng hoat tinh. Hdu hét lidu da cho (han 97%) duge thal trir dudl dang khong d6i theo diting mat vio
phan, chl lugng rdt it (dui 19%) thal qua nitée . Thai glan ban thil cda talmisartan khodng 24 g, ty
18 déy dinh cia telmisartan vho khoang 15 - 20%.

Dugc ddng hoc clia telmisartan & tré em dudl 18 twél chua duge nghién ciu, Khong b sy khae nhau vé
difge ddng hoc & ngudi cao tudl vh ngudt dudi 65 tudl,

B¢nh nhdn suy than: Néng do trong huyét tuong thip hon trén banh nhan suy thin dang loc méu,
Telmisartan gan két cao véi protein huyét tuong tran bénh nhan suy than vi khong duge loal trit qua loe
mau. Thei gian ban thal khong thay déi & bénh nhan suy thin,

Bénh nhan suy gan: Nghlén ciiu dugc dong hoc trén bénh nhin suy gan cho thiy ¢o sy ting sinh khd
dyng tuygt di len t61 gdn 100%. Thes glan ban thal khong thay dél trén bénh nhan suy gan.

14, QUY CACH ®ONG GOI
ZHEKOF: Hop 3 vix 10 vien,
ZHEKOF-80: HOp 6 vl x 10 vign.

15. DIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUGNG CUA THUGC

Dléu kign bio quan:

Gitt thuéc trong bao bl géc cia nha $dn xudt, ddy kin.

D8 thusc noi kho ro, tranh anh sang, nhigt 46 khdng qua 30°C va ngodl thm vail cdia tré em
Han ding: 36 thing ké tif ngay sdn xudt,

Tibu chuiin chit lugng: TCCS,

16. NGAY XEM XET SUA DO1, CAP NHAT LAI NOI DUNG HUGNG DAN SU DYNG THUGC

17.TEN, DJA CHI VA BIEU TUGNG CUA €O SO SAN XUAT

PEs

DAVIPHARM

Co 30 sdn xudt: CONG TY €8 PHAN DUGC PHAM DAT
Lo M7A, Buting D17, Khu Cong nghiep M¢ Phige
Thi xA Bén Cat, Tinh Blnh Dudng, Vit Nam

Tel: 0274 3567.687 Fax: 027438647 600
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