MISARVEN A 40/5
MISARVEN A 40/10
MISARVEN A 80/5

MISARVEN A 80/10

Thubc nay chi ding theo don thube
Pé xa tim tay tré em

Poc k§ hwéng din sir dung truée khi diing
Thanh phin

Thanh phdn duoe chat

MISARVEN A 40/5

Moi vién chira:

Telmisartan Ph.Eur. ...............40 mg
Amlodipine Ph. Eur. ................5mg
(dudi dang Amlodipine Besilate)
MISARVEN A 40/10

Moi vién chira:

Telmisartan Ph.Eur. ............... 40 mg
Amlodipine Ph. Eur. ................10 mg
(dudi dang Amlodipine Besilate)
MISARVEN A 80/5

Mbi vién chira:

Telmisartan Ph.Eur. ............... 80 mg
Amlodipine Ph. Eur. ................5mg
(dudi dang Amlodipine Besilate)
MISARVEN A 80/10

MBOi vién chira:

Telmisartan Ph.Eur. ...............80 mg
Amlodipine Ph. Eur. ................ 10 mg
(dudi dang Amlodipine Besilate)

Thanh phan té dwgc

Sodium Hydroxide (Emprove), Povidone (Plasdone K-25), Meglumine, Mannitol (Pearlitol
200 SD), Magnesium stearate (Avantor), Sodium Stearyl Fumarate (Alubra PG 100), Mannitol
(Pearlitol 25 C), Iron Oxide Yellow (Sicovit 10 E172), Iron Oxide Black, Brilliant Blue FCF
(Koelow-901), Colloidal Si02 (Aerosol 200 pharma), Purified Talc.

Dang bao ché
Vién nén.
Mb ta dang béao ché:

MISARVEN A 40/5: Vién nén 2 16p mau tring va xanh, hinh bau dyc, khic “139” & 16p mau
xanh va nhan ¢ 16p mau trang.
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¥ \:j;;;ﬁ\/HSARVEl\I A 40/10: Viép nén 2 16p mau trang va xanh, hinh bau duc, khac “140” ¢ 16p mau
#" xanh va nhan ¢ 16p mau trang.

MISARVEN A 80/5: Vién nén 2 16p mau tring va xanh, hinh biu dyc, khic “141” ¢ 16p mau
xanh va nhin ¢ 16p mau tring.

MISARVEN A 80/10: Vién nén 2 16p mau tring v xanh, hinh bau dyc, khic “142” ¢ 16p mau
xanh va nhan & 16p mau trang.

Chi dinh

Piéu tri ting huyét 4p vo cin.

Diéu tri thay thé

Bénh nhan dang dung telmisartan va amlodipine dang vién riéng 1¢ 6 thé ding thay thé bang
MISARVEN A chira cung ham lugng, thanh phan cdc thuoc.

Diéu tri b6 sung

MISARVEN A dugc chi dinh & nhiing bénh nhén cé huyét dp khong kiém soat duoc hoan toan
bﬁmg telmisartan hodc amlodipine don tri li¢u.

Piéu tri khoi dau

MISARVEN A c6 thé duoc sir dung nhur diéu tri khéi dAu & nhitng bénh nhin cin dugc diéu tri
voi nhicu loai thuoc dé dat dugc huyét dp muc tiéu.

Viéc lya chon vién nén MISARVEN A lam diéu tri khéi dau trong bénh ting huyét dp dya vao
de‘inh gia v¢ cac nguy co va lgi ich tiém tang k¢ ca li¢u b&nh nhan ¢6 dung nap dugc licu khéi
dau cua vién nén MISARVEN A.

Cén nhic huyét ap ban dAu cia bénh nhén, huyét dp muc tiéu, va kha nang dat dugc myc ti€u
khi dung dang két horp so v&i don tri liéu khi quyét dinh lidu ¢6 dung vién nén MISARVEN A
1am diéu tri khéi dau hay khong. Huyét dp muc tiéu & moi bénh nhin c6 thé thay doi dya trén
nguy co cua ho.

Ciach ding, liéu dung

Nguwoi lon

Nén sir dung mot vien MISARVEN A / mot ngay theo hudng dan cua bac si.

Liéu khuyén cdo toi da la mot vién 80 mg telmisartan / 10 mg amlodipine/ mot ngay.

Diéu tri thay thé

Bénh nhan dang dung telmisartan va amlodipine dang vién riéng 1& c6 thé dung thay thé bing
MISARVEN A chita két hop ciing ham lwong, thanh phan trong mot vién mot 1an moi ngiy, vi
du nhw dé gia tAng sy thuln ti¢n hodc tuin tri.

Diéu tri b6 sung

MISARVEN A dugc chi dinh & nhitng bénh nhén c6 huyét dp khong kiém sodt duoc hoin toan
béng telmisartan hodic amlodipine don tri liéu.

Bénh nhan diéu trj v6i amlodipine 10 mg gip phai bét ky phan iing khéng mong mubn nhir phu
kh1en khong thé ting liéu hon nita, c6 thé chuyén sang ding MISARVEN A 40/5 mg mat 1an
mo1’ngay, giam ham lwong amlodipine nhung nhin chung khong 1am giam dap Gng chbng ting
huyét 4p mong doi.

Biéu tri khéi dau

Bénh nhin c6 thé didu tri khéi ddu véi MISARVEN A néu khé 6 thé kiém sodt huyet dp béing
mét thude. Liéu khcn dau thong thudng cia MISARVEN A 1a 40/5 mg mot 1An mdi ngay.

Nhimg bénh nhan cAn ha huyét 4p manh hon ¢ thé khéi diu véi MISARVEN A 80/5 mg mdt
1an moi ngay.
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,//C6 thé ting 16 liu t6i da 80/10 mg mét 1an mdi ngay néu cn ha thém huyét dp sau toi thicu 2
tuan diéu tri.

C6 thé str dung MISARVEN A ciing v6i cdc thude chong ting huyét dp khac.
Nhom bénh nhin dic biét
Suy than

Khéng can diéu chinh liéu lwong dbi véi nhitng bénh nhén suy than nhe dén trung binh, ké ca
bénh nhin dang chay thin nhin tao. Amlodipine va telmisartan khong loc duge bdi mang loc.
Biéu chinh liéu tir tir & bénh nhan suy than ndng.

Suy gan
Chéng chi dinh ding MISARVEN A & bénh nhén suy gan niing (xem myc Chdng chi dinh).

Nén st dung than trong MISARVEN A ¢ nhitng bénh nhén suy gan nhe dén trung binh. Liéu
lwong cua telmisartan khong nén vugt qud 40 mg mot lan moi ngay.

Nguwéi cao tuoi

Khong cin diéu chinh liéu & bénh nhén cao tudi. Cdc ché do diéu tri véi amlodipine lidu binh
thirong duge khuyén cdo & ngudi cao tudi, tuy vay, can than trong khi ting li€u.

Nhom bénh nhi

MISARVEN A khong dugc khuyén cdo sir dung ¢ nhimg bénh nhéin dudi 18 tudi do con thieu
cdc dir 1iéu vé tinh an toan va hi¢u qua.

Cach dung

Vién nén ding duong udng. MISARVEN A c6 thé udng ciing hoiic khong ciing thirc n.

Chong chi dinh

« Qua mAn v6i cac thianh phin c¢6 hoat tinh, hodic v6i bit ky thanh phin nio trong ta dwgc
« Qua man v6i cac dan xuit dihydropyridine

« Ba thing giita va ba thang cudi ciia thai ky

* Dang cho con b

« Bénh 1y tic nghén dudng mat

» Suy gan ning

« Ha huyét 4p mirc do niing

+ Séc (bao gdm sbc tim)

* Tic nghén dudng ra cua tim thét trai (vi du hep van dong mach chu mirc do nghiém trong)
« Suy tim khéong 6n dinh huyét dong sau nhdi mau co tim cap

« Chdng chi dinh str dung MISARVEN A véi aliskiren & bénh nhan dai thao duong hoic suy
than (GFR < 60 mL/phiit/1,73 m?)

Canh bao va thin trong khi ding thude

Thai ky

Khong nén bat dau diéu tri véi cdc chit doi khang thy thé angiotensin II trong sudt thai ky.
Bénh nhén ¢6 dir dinh mang thai nén chuyén sang cdc liéu phdp chong ting huyét dp thay thé
ma da cd dir li¢u an toan duwgc chirng minh st dung trong thai ky trir khi vi¢e ti€p tuc sir dung
cdc chat doi khang thy the angiotensin IT dwgc cin nhic 1a that can thiét.

Khi duge chin doan 1 c6 thai, ngay lap titc dumg diéu tri véi cdc chat doi khing thu thé
angiotensin II, vi néu phlt hop, nén bit dau véi mot liéu phdp thay the.
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Telmisartan dwgc thai trir chi yéu qua mat. C6 thé diy kién do thanh thai giam & nhiing bénh
nhén bi tdc nghén dudng mat hodc suy gan.

Thoi gian bédn thai cia amlodipine kéo dai va cdc gid tri AUC cao hon ¢ nhiing bénh nhin suy
gan; liéu khuyén cdo cho doéi twong bénh nhdn nay chua dwgc thiét 1ap. Do vy, amlodipine
nén duoc khoi dau ¢ mic lieu thap trong khoang lieu va can than trong ca khi khéi dau dieu tri
va khi ting licu.

Do vay, MISARVEN A nén dugc sit dung than trong ¢ nhitng bénh nhén nay.

Tdng huyét dp do dpng mach thin

C6 kha ning 1am ting nguy co ha huyét 4p mirc dd niing va suy chirc niing thin khi bénh nhin
bi h¢p dong mach than hai bén hodc hep dong mach thian dén thian duy nhat dang con chirc
nang dugc diéu tr1 bang cdc thudc gy anh hudng dén hé renin-angiotensin-aldosterone.

Suy than va ghép than

Khuyén cao nén theo doi dinh ky nong do kali va creatinine huyét thanh khi sit dung
MISARVEN A ¢ nhitng bénh nhén suy than. Chua ¢6 kinh nghiém vé viéc ding MISARVEN
A & nhirng bénh nhin moi ghép than.

Telmisartan va amlodipine khéng loc duge boi mang loc.

Gidm thé tich npi mach

Huyet ap thap triéu chimg, dic biét sau liéu dau tién c6 thé xdy ra & nhiing bénh nhan bi giam
thé tich va/hodic giam natri vi du do diéu tri 1¢i tiéu qua manh, kiéng mudi qud nghiém ngit,
tidu chay hoidic nén mira. Nén diéu tri nhimg tinh trang nhu vay trude khi cho diing telmisartan.
Néu ha huyét dp xdy ra voi MISARVEN A, bénh nhin nén dwrgc dit ¢ te thé nam ngira va néu
can thiet, truyén tinh mach nurdc muoi ding treong. Co6 the tiep tuc diéu tri khi huyet dp On
dinh.

Phong bé kép hé renin-angiotensin-aldosterone (RAAS)

Pi co6 bing chimg vé viée sir dung dong thoi cic thude fic ché men chuyén (ACE-inhibitors),
thudc trc ché thy thé angiotensin II hoic aliskiren lam ting nguy co ha huyét ap, ting kali mau
va suy giam chirc ning thin (ké ca suy than cip). Do dé khong khuyén cdo viéc phong bé kép
hé RAAS bing phdi hop sit dung cic thubc e ché men chuyén, thudc tic ché thy thé
angiotensin II hodc aliskiren.

Néu viéc diéu tri bang phong bé kép dugc xem 13 hoan toan can thiét, nén dwgc gidm sdt boi
chuyén gia va theo déi thuong xuyén chirc niang than, dién giai va huyéet dp.

Khong nén str dung dong thoi thube tre ché men chuyén va thude trc ché thy thé angiotensin II
¢ nhitng bénh nhin bi bénh than do tiéu dudng.

Nhitng tinh trang khdc co sw kich thich hé renin-angiotensin-aldosterone

Trén nhitng bénh nhan c¢6 trwong lyc mach va chirc nidng than phy thudc phin 16n vio hoat
dong cua hé renin- angiotensin-aldosterone (vi du bénh nhin suy tim sung huyet ndng hodc
dang bi bénh than, bao gdm hep dong mach than), thi viéc diéu tri voi cdc thudc gy anh hu:orng
tdi h¢ renin- ang1otens1n aldosterone c¢6 lién quan dén tut huyét dp cip, ting nito huyét, thicu
niéu hodc hiém khi gay suy thin Cap.

Tang aldosterone nguyén phadt

Nhin chung, bénh nhin c6 ting aldosterone nguyén phat thudng khong dap tmg véi cdc thude
chong ting huy¢t 4p thdong qua tdc dung rc ché hé renin-angiotensin. Vi the, khong khuyén cdo
viée sir dung telmisartan.

Hep van dpng mach chii va van hai ld, bénh co tim phi dgi tic nghén

Ciing nhur d6i véi cdce thude giy gidn mach khac, can lwu y didc biét dén bénh nhén hep van
dong mach chu hodc van hai 14, hodc bénh co tim phi dai tic nghén.
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= Chua co dit liéu vé viéc st dung MISARVEN A ¢ nhitng bénh nhan dau thit nguc khéng On
dinh va trong suot thoi gian hodc trong vong mét thdng bi nhoi mau co tim.

Bénh nhan suy tim

Trong mot nghién ciru dai han ctia amlodipine c6 doi chitng véi gia duge trén nhitng bénh nhan
suy tim ning (phin loai NYHA d¢ III va IV) tin sut bdo cdo sb ca bi phit phodi cao hon &
nhém diéu tri vdi amlodipine so véi nhém gia duge. Do vay, cén thin trong khi diéu tri trén
nhitng bénh nhan suy tim.

Ciéc thube chen kénh calci, bao g6m amlodipine, can duoc sit dung than trong trén nhitng bénh
nhén suy tim sung huyét, vi ching c¢6 thé lam ting nguy co cac bién ¢d tim mach trong twong
lai va tir vong.

Bénh nhén tiéu dwong dwec diéu tri bang insulin hodc thudc diéu tri tiéu dwong

O nhitng bénh nhin nay, ha dudng huyét ¢6 thé xay ra khi diéu tri bang telmisartan. Do do, nén
theo dé1 duong huyet phit hop ¢ nhitng bénh nhéin nay; di¢u chinh liéu insulin hodc thudc diéu
tri ticu dudng c6 the can thi€t khi c6 chi dinh.

Tang kali mdu

Viéc sir dung cdc thuée anh hudng téi hé renin-angiotensin-aldosterone c6 thé lam ting kali
mau. Tang kali mau co6 the giy tlr vong ¢ ngudi cao tudi, bénh nhén suy thin, bénh nhin ticu
dudng, bénh nhan dang dicu tri phoi hop voi cdc thuoc khac gay tang kali mau, va/hodc beénh
nhén bi cdc bién co 1ip lai nhiéu lan.

Trude khi xem xét phoi hop st dung cac thude dnh hudng t&i hé renin-angiotensin-aldosterone,
nén danh gia ty 1€ lgi ich nguy co.

Cin cAn nhic cic yéu td nguy co chinh gy ting kali mau nhwr sau:

- Tiéu duong, suy than, cao tudi > 70 tué)i)

- Phéi hop v6i mot hodc nhiéu thudc khic c6 anh huéng téi hé renin- -angiotensin-aldosterone
va/hodc bo sung kali. Cac thudc hodc cdc nhém trj 1idu cia céc thude 6 thé 2ay tang kali mau
1a cdc chit thay thé mudi ¢6 chira kali, thube lgi tiéu giir kali, thude irc ché men chuyen thude
dbi khang thy thé angiotensin II, thudc chéng viém khong steroid (NSAID, bao gdm ca thudc
trc che chon loc COX-2), heparin, thuoc rc ché mien dich (cyclosporin hodc tacrolimus) va
trimethoprim.

- Cdc bién c0 Iip lai nhidu lan, dic biét 1a mat nwde, mat bl tim cAp tinh, nhiém toan chuyén
héa, tinh trang xau di; tinh trang suy than dot nhién xau di (vi du nhu cic bénh truyeén nhié¢m),
ly giai t& bao (vi du nhir thiéu mau cuc bd cap tinh ¢ chi, tiéu co vin, chan thirong dién rong)
Nén kiém sodt chit ché kali mau & nhitng bénh nhan nay.

Natri

Mbi vién MISARVEN A c6 chia it hon 1 mmol natri (23 mg), diéu d6 c6 thé hiéu ring vé co
ban “khong chira natri”.

Ddi thdo duwong

O nhitng bénh nhin dai thio duong c¢6 thém mdt nguy co tim mach, vi dy bénh nhin bi dai
thao duong kém voi benh dong mach vanh (CAD), nguy co nhdi m4u co tim din dén tir vong
va tir vong do bénh tim mach ngoai dy kién c6 thé tang 1en khi diéu tri v6i cdc thude 1am giam
huyét 4p nhe nhém ARB va céc thude e ché ACE. O nhitng bénh nhan dai thao dudng, bénh
dong mach vanh (CAD) c6 thé khoéng cé biéu hién va do vay khong dwrge chan doan. Bénh
nhan dai thao duéng nén dugc danh gia va chan doan thich hgp, vi du nghiém phdp gang stic,
d¢ phat hi¢n va dicu tri b¢nh dong mach vanh thich dang trirdc khi dicu tri voi MISARVEN A.
Bénh nhén cao tudi

Vigc tang liéu amlodipine nén dwgc thyc hién than trong ¢ nhitng bénh nhéin cao tudi.
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MISARVEN A c¢¢é hiéu qua khi dung trén nhitng bénh nhin da den (thuong 1a nhém bénh nhan
c6 ham lugng renin thap).

Nhur cac thude chong ting huyét 4p khdc, g1am huyét dp qud mirc & nhiing bénh nhan benh tim
thiéu mau cuc bd hodc bénh tim mach do thiéu mau cuc b ¢6 thé din dén nhdi mau co tim
hodc dot quy.

Sir dung thudc cho phu nit ¢6 thai vi cho con bi

Chua biét duge anh hudng cia MISARVEN A trong giai doan thai k¥ va cho con bi. Céc anh
huong li€n quan dén tung thanh phan riéng biét dugc miéu ta dudi day.

Thai ky

Telmisartan

Khong khuyén cdo str dung cdc chit trc ché thu thé angiotensin IT trong sudt ba thang dau thai
ky va khong nén khoi dau dicu tri trong giai doan thai ky. Khi chan doan la mang thai, nén
ngung tirc thi vigc dicu tr1 véi cde thuoc doi khdng thy the angiotensin II, va néu thich hgp, nén
bat dau sir dung tri li¢u thay thé.

Chébng chi dinh sir dyng cic chit (ic ché thy thé angiotensin II trong sudt ba thing giita va ba
thdng cuoi thai ky.

Cac nghién cfru tién 1dm sang st dung telmisartan khéng cho thdy anh huéng giy quéi thai,
nhung cho thay doc tinh 1&n thai.

Viée sir dung cic thudc e ché thu thé angiotensin IT trong ba thing giita va ba thang cudi thai
ky dugc bict 1a gay doc cho thai ¢ nguoi (suy giam chirc ning than, thicu 0i, chim cot héa hop
s0) va gy ddc cho tré so sinh (suy thdn, huyét ap thip, ting kali huyet).

Bénh nhén cé dy dinh mang thai nén chuyen sang cdc lidu phdp chbéng tang huyét 4p thay thé

di c6 dit liéu an toan duoc xic 1ap dé sir dyng trong thai ky trir khi viée tiép tuc str dung céc
chat doi khing thy thé angiotensin IT dugc cAn nhic 12 that cn thiét.

Khi dugc chan doan 1a co thai, ngay 1ap tirc ngimg diéu tri véi cac chit doi khang thu thé
angiotensin I va néu pht hgp, nén bat dau véi mot liu phép thay the.

Néu ¢6 dung cdc chat doi khéang thy thé angiotensin II trong ba thdng giita thai ky, khuyén cdo
nén sic¢u am kiém tra chirc ning than va hdp so.

Tré so sinh c6 me diéu tri voi cde chét dbi khéng thu thé angiotensin I nén dugc theo ddi chit
ch& dé phat hién tinh trang huyet dp thap.

Amlodipine

Tinh an toan ctia amlodipine & ngudi mang thai chura dugc thiét 1ap.

Trong cdc nghién ciru trén dong vat, ddc tinh sinh san di dwoc quan sét thiy & cdc liéu cao.
Cho con bi

Chébng chi dinh MISARVEN A trong thdi ky cho con bu vi chua biét lidu telmisartan ¢ dugc
bai ti€t vao sitta nguoi hay khéng. Tuy nhién, cdc nghién ctru phi 1am sang cho thay telmisartan
dugc bai tict trong sita.

Amlodipine duoc bai tiét vio sita nguoi. Ty 1é tir liéu diing clia ngudi me ma tré so sinh nhin
dugc udc tinh véi khoang tir phéan vi 1a 3-7%, vdi gid tri 16n nhat 1a 15%.

Anh hudng ctia amlodipine trén tré so sinh chua dugc biét dén. Do ¢6 kha ning xay ra céc tdc
dung ngoai ¥ & tré bt me, nén quyét dinh lidu ngimg cho con bi hodic ngirng diéu tri, tiy theo
tam quan trong cua thudc doi véi nguoi me.

Khad ndng sinh sdn
Khong c6 sn dit liéu tir cdc nghién ciru 1am sang c6 dbi chimg véi dang thude phdi hop cb
dinh liéu hodc voi timg thanh phan riéng biét.
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,/Chua tien hanh céc nghién ciu v€ ddc tinh trén kha nang sinh san voi dang ket hop telmisartan
va amlodipine.

Trong cic nghién ciru phi 1dm sang, khong quan sdt thay anh hudng nio cia telmisartan trén

kha nding sinh san ¢ ca giong dyuc va gidng cdi.

O mét s6 bénh nhan diéu tri béng thudc chen kénh calci, cac thay ddi héa sinh c6 thé hodi phuc

dugc ¢ phan dau cna te bao tinh trung truéng thanh da duge bdo céo.

Dit liéu 1am sang chua day du vé anh huéng c6 thé ¢6 ciia amlodipine trén kha ning sinh san.
Trong mdt nghién ctiru trén chudt cong, da thay cdc tdc dung khdng mong muon trén kha ning
sinh sdn cua chugt cong duc.

Anh hwéng ciia thude Ién kha niing 14i xe, vin hanh may méc

Chua c6 nghién cira nao vé anh hurdng cua thude doi véi kha ning l4i xe va van hanh may méc
dugc thuc hién. Tuy nhién, khi 14i xe hodc van hanh may moc nén luu y cac tac dung khong
mong mubn cé thé xdy ra nhu ngat, ngl ga, chodng vang, hodic chéng mit trong thei gian diéu
tri. Do vy, nén khuyén cdo bénh nhin than trong khi l4i xe va van hanh mdy méc.

Néu bénh nhin gip phai cic tic dung khéng mong mudn nay, ho nén trinh nhiing cong viéc ¢
kha nidng gay rui ro nhwr 141 xe hodc van hanh mdy méc.

Twong tic, twong ky, ciia thude

Khéng quan sit thiy cic twong tic gilta hai thanh phan cta dang két hop c6 dinh liéu trong cic
thir nghi¢m 1am sang.

Cdc twong tic lién quan dén dang két hop

Chua thyc hién cdc nghién ciu vé twong tac thude cia MISARVEN A vi cdc thude khdc.
Cdc phoi hop can leu y

Céc thubc chong tang huyét dp khic

Mirc do giam huyét d4p cia MISARVEN A ¢6 thé ting 1én do viéc sit dung dong thdi véi cac
thuoc chong tang huyét dp khdc.

Cdc thudc ¢6 kha nang lam giam huyét dp

Dua vao cac dic tinh dugc 1y hoc, ngudi ta cho riang mot sb cdc thudc sau day co kha ning 1am
ting mirc do ha dp cua tit ca cic thudc chbéng ting huyét dp ké ca MISARVEN A, vi dy
baclofen, amifostine, cdc thubc an than kinh hodic thube chéng tram cam. Thém vao d6, ha
huyét ap tu thé diing c6 thé trdm trong thém do dung ruou.

Corticosteroid (dirong toan thin)
Lam giam hiéu qua chdng ting huyét 4p.
Cic twong tic lién quan dén telmisartan

Cic phdi hop khong duoc khuyén cdo

Cdc thudc loi tiéu giit kali hodc b6 sung kali

Cic thudc doi khdng thy thé angiotensin II nhw telmisartan, 1am giam si mat kali do thudc loi
tieu. Cdc thuoc lgi tieu giir kali, vi du spironolactone, eplereone, triamterene, hodc amiloride,
cdc chat bo sung kali, hodc muoi thay the chira kali ¢é theé dan dén tang kali mau dang ké. Neu
vi¢c dung dong thdi duge chi dinh vi ghi nhdn ha kali mau, nén str dung than trong va theo doi
throng xuyén kali huyét thanh.

Lithium

Pi c6 bao cdo vé sy gia ting c6 thé dao nghich cia ndng do lithium huyét thanh va doc tinh
trong khi dung dong th¢i lithium véi cdce thudce (re ché men chuyén, va voi cdce thudce doi khang
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/ ,fithu thé angiotensin II, bao gom telmisartan. Néu viéc diing pho6i hop 13 can thiét, cin theo dai
7" can thin ndng d6 lithium huyét thanh.

Cdc thudc chong ting huyét dp khdc hoat dong trén hé renin-angiotensin-aldosterone (RAAS)

Dit liéu thir nghiém 1dm sang cho thdy sy phong bé kép hé renin-angiotensin- aldosterone
(RAAS) qua viéc st dung két hop cdc thude e ché men chuyén, thudc e ché thy thé
angiotensin IT hodc aliskiren c6 li€én quan dén mot tin sut cao hon cua cdc tdc dung phu nhu
ha huyét 4p, ting kali mau va giam chirc niing than (bao gdm suy than cip) so véi viéc sir dung
mét thube hoat dong RAAS duy nhat.

Céc phdi hop can than trong
Cdc thudc chong viém khéng steroid

NSAIDs (cu thé 1a ASA & cic liéu diéu tri chong viém, cdc thude e ché COX-2 va thube e
ché NSAID khéng chon loc) ¢6 thé 1am giam tdc dung ha huyét 4p cua thubc dbi khang thy thé
angiotensin II. G mot s6 bénh nhan bi tén thirong chirc nang thian (vi du: bénh nhan mat nuée
hodic bénh nhin cao tudi bi ton throng chitc ning thin), sy phdi hop cua thude dbi khang thy
thé angiotensin II va cdc thudc e ché cyclo- oxyase ¢6 thé dan dén suy chic ning than, bao
gbm suy than cip, thudong ¢ thé hdi phuc. Do do, nén than trong khi dung dbng thoi, dic biét
v6i ngudi cao tudi. Bénh nhin cin duge bi nuéc ddy da va nén xem xét theo doi chiic ning
than sau khi bt diu diéu tri dong thoi cdce thude va dinh ky sau do.

Ramipril

Trong mdt nghién ciru dung dong thoi telmisartan va ramipril dan téi ting 2,5 1dn AUCq.04 v2
Cmax cua ramipril va ramiprilat. Y nghia lam sang cuia quan sat nay chua dugce bict.

Cic phodi hgp can luu ¥

Digoxin
Khi dung dong thoi telmisartan Vc’)ri digoxin, di quan sat thﬁy tang trung binh nong do dinh
huyét twong cia digoxin (49%) va nong do day (20%). Khi bat dau sir dung, diéu chinh liéu vi

ngling s dung telmisartan, cin theo dbi nong do digoxin dé duy tri & nurc trong pham vi tri
lidu.

Cic twong tic lién quan dén amlodipine

Céc phdi hop can thin trong

Quad budi chiim va nudc ép qua budi chium

Khuyén cdo khong sir dung MISARVEN A ciing v6i qua budi chum hodc nude €p qua buoi
chiim do sinh kha dung ¢6 thé tdng 1én ¢ mot so bénh nhin dan dén ting mirc d§ giam huyet
ap.

Cdc chit tre ché CYP3A4

Viée st dung dong thoi amlodipine vdi cdc chat e ché CYP3A4 manh hoiic trung binh (céc
chat {rc ché protease, cdc thudc khdng nim nhém azole, cac khang sinh nhém macrolide nhw
erythromycin hodc clarithromycin, verapamil hodc diltiazem) c6 the lam ting nong do
amlodlpme coy nghla gay tang nguy co ha huyét dp. Céc bién dong vé miit du:oc dong hoc nay

¢6 thé anh huong nhiéu hon vé mit 1am sang trén doi twong nguoi cao tudi. Vi vay, theo doi
14m sang va diéu chinh lidu ¢6 thé duge yéu cu.

Cdc thudc gdy cam vmg men CYP3A4

Khi sir dung dé)ng thi véi cdce thude cam g CYP3A4 da biét, n(A)ng d6 cua amlodipine trong
huyét thanh c6 thé thay doi. Do vay, cin theo doi huyet 4p va cén nhic diéu chinh lidu ca trong
va sau khi diéu tri dong thoi, diic biét véi cic thude cam {mg CYP3A4 manh (vi du nhu
rifampicin va cé St. John’s Wort (hypericum perforatum)).

Dantrolene (dimg diong triyén)
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" j’/ ffT rén dong vat, rung thit gdy tir vong va truy tim mach duoc quan sét thay c6 lién quan dén

tang kali mau sau khi dung verapamil va tiém tinh mach dantrolene. Do nguy co tang kali mau,
Kkhuyén cdo tranh sir dung dong thoi cac thude chen kénh calci nhu amlodipine trén nhitng
bénh nhén dé bi ting thin nhiét Ac tinh va trong khi diéu tri tfing thin nhiét 4c tinh.

Cic phdi hop can luu ¥

Tacrolimits

Co nguy co tang nong do tacrolimus trong mdu khi sir dung dong thoi véi amlodipine nhung
co ché dugc dong hoc cua tuong tdc ndy van chua dugc hiéu day di. Dé tranh doc tinh cua
tacrolimus, yéu cau theo ddi nong do tacrolimus trong mdu va hiéu chinh liéu tacrolimus phit
hop khi st dung amlodipine ¢ bénh nhdn dwgc diéu tri bang tacrolimus.

Cyclosporine

Khéng c6 nghién ctru twong tic thudc ndo dwgc thye hién véi cyclosporine va amlodipine &
ngudi tinh nguyén khoe manh hodc nhitng nhém doi twgng khac ngoai trir bénh nhin ghép
than, trong dé da quan sat thay cdc mic tdng nong dd day cua cyclosporine dao dong (trung
binh 0% - 40%). Can xem xét theo ddi nong do¢ cyclosporine ¢ bénh nhan ghép than dang diéu
tr1 v¢i amlodipine, va nén giam liéu cyclosporine khi can thiét.

Chdt tec ché mTOR (Mechanistic Target of Rapamycin)

Céc chit trc ché mTOR nhu sirolimus, temsirolimus, va everolimus 14 cac co chét cuaa CYP3A.
Amlodipine 12 mot chat (tc ché¢ CYP3A yéu. Voi viéc st dung dong thoi cdc chat 1rc ché
mTOR, amlodipine cé the lam ting ndng dd cua cic chat rc cheé mTOR.

Simvastatin

St dung dong thoi da lidu amlodipine 10mg va simvastatin 80 mg din dén ting ndng do
simvastatin 1én t&i 77% so vdi simvastatin dung don tri li¢u. Do vay, nén gidéi han licu dung
simvastatin ¢ mirc 20 mg hang ngay trén nhitng b¢nh nhin dung amlodipine.

Tuong ky ciia thudc

Do khéng c6 cdc nghién ciru vé tinh tuong ky cua thude, khong tron 1an thube nay véi cic
thudc khac.

Téc dung khong mong mudn

Tom tit théng tin an toan

Cac phan g bat lgi thuong gip nhat bao gdbm chodng vang va phil ngoai bién. Ngat nghiém
trong c6 thé hiém gip (it hon 1 treong hep trén 1.000 bénh nhan).

Céc phan g bat lgi di duge bdo cdo trudc d6 voi timg thanh phén riéng biét (amlodipine
hodc telmisartan) ciing cd thé 1a phan tng bat lgi tiém tang ctua phoi hop amlodipine +
telmisartan, ke ca khi khong quan sat thay trong cac thir nghiém 14m sang hodc trong thoi gian
thudc luu hanh.

Bing li¢t ké cdc phén teng bt lpi

Tinh an toan va d¢ dung nap ciia phoi hop amlodipine + telmisartan di dwoc danh gia trong
nim thir nghi¢m 1am sang cé doi chimg trén hon 3.500 bénh nhan, trong d6 hon 2.500 dung
telmisartan két hop vdi amlodipine.

Cac phan tmg bat 101 duoc phan loai dya theo tin sudt, sir dung quy udc sau: rat thuong gip

(>1/10) thuong gap (>1/100 dén <1/10); 1t gdp (=1/1.000 dén <1/100); hiém gap (>1/10 000
dén <1/1 .000); rat hiém gap (<1/10.000); khong rd (khong thé wdc tinh tir cac s lidu sin co).

Trong moi nhém tan sudt, phan Gmg bat 1gi duge xép theo thir tur giam dan ctia mirc do nghiém
trong.

Hé co quan ‘ Telmisartan + | Telmisartan Amlodipin ‘
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Nhiém khudn va nhiém ky sinh tring
It gip Nhiém khuan duong
ho6 hap trén bao gom
viém hong va viém
xoang, nhiém khuan
duong tiét ni¢u bao
gom viém bang
quang
Hiém gip Viém bang quang Nhiém khu?m huyét
bao gom k¢t cuc tir
vong!
Roi loan hé mdu va bach huyét
It gip Thiéu mau
Hiém gip Giam s lugng ticu
cau, ting bach cau ai
toan
Rat hiém gip Giam bach cau,
giam s0 luong ticu
cau
Réi loan hé mién dich
Hiém gip Phan (mg quA min,
phan trng phan v¢
Rat hiém gip Phan trng quia man
Roi logn chuyén héa va dinh dwong
It gip Ting kali mau
Hiém gip Ha duong huyét (¢
bénh nhin dai thao
duong)
Rat hiém gip Ting duomng huyét
Roi loan tam than
It gip Thay déi khi sic
Hiém gip Tr?lm cam, lo ling, L lan
mat ngu
Réi logn hé than kinh
Thuong gap Chodng viang
it gip Ngu ga, dau nira dau,
dau dau, di cam
Hié¢m gap Ngét, bénh than kinh
ngoai bién, giam xic
giac, loan vi giac, run
Rat hiém gip Hoi chimg ngoai
thap, tng truong
lyc co
Roi loan mdt
Thudng gip Roi loan thi gidc
(bao gom song thi)
It gip Giam thi lyc
Hiém gip R6i loan thi giic

10/16



G

/¢{i; ™\
[hitpsiftr

;E{;x THANH PHE | >,

'g;bngtamthuoc.com/

S\HE CH b/ T

Roi loan tai va mé dao tai

It gip | Chong mit U tai
Rdi loan tim
It gip Nhip tim cham, danh
trong nguc
Hiém gip Nhip tim nhanh
Rat hiém gip Nhoi mau co tim,
loan nhlp nhanh
nhip that, rung nhi
Réi loan mach
It gip Ha huyCt p, ha huyct
ap tu the, dé bung
mit
Rt hiém gap Viém mach
Roi logn ho hdp, nguc, trung thit
It gip Ho Khé thd Khé thd, viém miii
RAt hiém gip Bénh phoi mo k&
Roi loan da day, rudt
Thuong gap Thay doi théi quen
dai tién (bao gom
tiéu chay va tdo
bén)
It gip Bau bung, tiéu chay, | Pay hoi
buon nén
Hiém gip Nén, phi dai nuéu Khé6 chiu da day
(loi), kho tiéu, kho
miéng
Rt hiém gap Viém tuy, viém da
day
Roi logn gan mat
Hiém gip Bat thuong chirc
nang gan, roi loan
gan®
Rat hiém gip Viém gan, vang da,

tang men gan (phan
16n phu hep voi
hién trgng r mat)

Roi loan da va mé dwdi da

it gip Ngira Tang tiét md hoi Rung téc, ban xuat
huyét, r6i loan mau
da, ting tiét mo hoi
Hiém gip Cham, hdng ban, phat | Phu mach (vé6i két
ban cuc tr vong), phat
ban da do thubc, phat
ban da nhiém dbc,
may day
R4t hiém gap Phii mach, hong

ban da dang, mé
day, viém da troc
vay, hoi chirng
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Stevens-Johnson,
bénh da nhay cam
v{d1 anh sang
Roi logn co xwong khoép va mé lién két
Thuong gip Phu mit ¢4 chin
It gap Pau khép. co co (vop
b¢ ¢ chan), dau co
Hiém gip Dau lung, dau ¢ chi | Pau gn (cac triéu
(dau chan) chirng giong viém
gan)
Roi loan thin va tiét niéu
It gap Suy thanbao gom ca | Roi loan ticu tign,
suy than cap tiu nhiéu lan
Hiém gip Tiéu dém
Roi loan hé sinh sdin va tuyén vii
It gip Ro6i loan cuong Tinh trang to v &
duong nam gigi
Roi loan toan théan va tai vi tri ditng thube
Thurdng gip Phli ngoai bién*
It gip Suy nhwrge, dau nguee, Pau
mét moéi, phu
Hiém gip Khé chiu Bénh gia cim
Xeét nghiém
It gip Tang men gan Tang creatinine mau | Tang cin, giam can
Hiém gip Téang acid uric mau Tang creatinine phos-
phokinase mau, giam
hemoglobin

I Bién c0 ndy co6 thé gitip phat hién hoic c6 lién quan dén mét co ché hién chua dugc biét
dén.
2: Hau hét cac trudomng hop bat thudng chirc ning gan/rdi loan chirc ning gan ghi nhan trong
khi telmisartan dugc luu hanh xay ra ¢ bénh nhan nguoi Nhat Ban. Bénh nhan nguéi nguoi
Nhét Ban thuong hay bi cdc phan g bét loi nay
3: Cac trudong hop bénh phéi mé ka (chu véu viém phdi k& va viém phoi ting bach cau i
toan) dugc bao cao trong khi telmisartan dugc lru hanh trén thi tnrong
* Phii ngoa bién, mot tic dung phy 1¢ thudc vao liéu duoc biét do amlodipin, nhin chung
duoc ghi nhan véi ty 18 thip hon ¢ nhitng bénh nhan dung két hop telmisartan/amlodipin so
voi1 nhitng bénh nhan dung amlodipin don tri liéu

Thong bdo ngay cho bdc sy hodc dwoe sp nhitng phan tmg 6 hai gdp phai khi sie dung thudc.

Qua lidu va cach xiv tri

Triéu chirng

Khong c6 kinh nghiém vé hién twong qua lidu ciia phéi hop amlodipine + telmisartan, Cac diu
hi¢u va tri¢u chirng cia hién twgng qua licu ¢é thé 1ién quan dén cac tac dung dugc ly gia tang,
Biéu hién dic treng nht cua hién trong qua lidu telmisartan 14 huyét ap thip, nhip tim nhanh,
ciing co6 the xuat hi¢n nhip tim chim.

Qu4 liéu amlodipine c6 thé dan tdi gidn qud mirc mach ngoai vi va c6 kha ning nhip tim nhanh
phan xa. Huyét ap thap toan than 16 rét va co 1€ kéo dai dén mirc soc kem theo tir vong co the
Xay ra.
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Nén tién hanh diéu tri ho tro.
Co theé 6 loi ich khi sir dung calci gluconate duong tinh mach dé khic phuc anh huong cia
chat chen kénh calci.

Rura da day co thé co gia ti trong mot sd truong hop. Trén nhitng nguoi tinh qguyén khoe
manh, vi¢c st dyng than hoat 1én dén 2 gio sau khi dung amlodipine 10mg cho thay lam giam
toc dd hap thu cua amlodipine.

Telmisartan va amlodipine khong bi loai bo boi mang loc thian nhan tao.

Pic tinh dwgce Iye hge

Nhom duoc ly: Cic chét déi khang angiotensin II, dang don chét chira gbc (telmisartan), dang
két hop voi dan xuat dihydropyridine (amlodipine)

Mi ATC: CO9DBO4

MISARVEN A chira két hop ctia hai hoat chit chéng ting huyét dp véi co ché bd sung dé kiém
sodt huyet dp & nhitng bénh nhin tdng huyet ap vo cdn: mot chat doi khang thu thé angiotensin
I, telmisartan, va mot chat chen kénh calci dihydropyridinic, amlodipine.

Két hop cua cic hoat chat nay ¢6 hiéu qua chdng ting huyét dp cong hop, giam huyét dp ¢ mitc
d6 manh hon cac hoat chat don tri.

MISARVEN A diing mot 1an moi ngity 1am giam huyét dp hiéu qua va thich hop trong sudt 24
gio khi dung ¢ licu diéu tri.
Telmisartan:

Telmisartan 13 mot thude hi¢u qua dudng ubng va déi khang dic hi¢u thy thé angiotensin II
(loai ATI) Telmisartan chiém chd vi trf angiotensin IT v&i 4i lyc rat cao tai vi trf gin két v6i
thu thé ATI1, 1a vi trf chiu trdch nhiém cho cdc tdc dung dugc biét cua angiotensin II.
Telmisartan khong biéu hién bét ky hoat dong dé)ng van no tai thu thé AT 1. Telmisartan ge“in
két ¢6 chon loc véi thu thé AT1. Sy gin két nay 12 kéo dai.

Telmisartan khong biu hién 4i luc v6i cdc thu thé khdc, ké ca AT2 va cdc thu thé AT khéc it
dugc biét hon. Vai trd chirc ning cua cdc thy thé ndy chua duge biét, cling nhr tic dung khi
ching bi kich thich qué mitc do angiotensin II, 13 chat c6 néng do ting 1én do telmisartan.
Noéng do aldosterone huyét twong bi giam do telmisartan. Telmisartan khéng (i ché renin
huyét tuong & ngudi hodic chen kénh ion. Telmisartan khéng ic ché men chuyén angiotensin
(kinase II), 12 enzyme c6 tic dung gidng héa bradykinin. Do vay, thudc it c6 kha ning gay tac
dung ngoai y qua trung gian bradykinin.

O nguoi, mot liéu 80 mg telmisartan c6 tac dung gin nhu trc ché hoin toan sy ting huyét 4p do
angiotensin II. Tdc dung {rc ché nay dwgce duy tri sudt 24 gi¢ va dén 48 gid van con ghi nhan
duoc.

Amlodipine:

Amlodipine 12 mot chét trc ché dong ion calci di vao té bao, thude nhém dihydropyridine (chen
kénh cham hodc doi khing ion calci) va rc ché dong ion calci xuyén mang vao co tim va co
tron mach mau.

Co ché ha huyét 4p ctia amlodipine 1a do hiéu qua gidn tryc tiép trén co tron mach mau, dan
dén lam giam khang Iyc ngoai vi va giam huyét 4p. Dir lidu thir nghiém cho thiy amlodipine
gan két v&i ca hai vi trf gin két dihydropyridine va non- dihydropyridine. Amlodipine tuong
dbi chon loc 1&n mach, véi tic dung manh hon trén cic té bao co tron mach mdu so véi té bio
Cco tim.

Téc dung dugc luc hoc

Telmisartan:
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,f#Sau 11eu telmisartan dau tién, tic dung chong tang huyet ap dan dan 16 rét trong vong 3 gio. Su
_,;/’ giam tdi da huyet ap thuong dat dugc 4 tudn sau khi bit dau diéu tri va duoce duy tri trong sudt
théi gian diéu tri 1au dai.

Hiéu qua chéng ting huyét 4p duy tri lién tuc trong sudt 24 gid sau khi diing thude, ké ca 4 gioy
trude khi ding lidu tiép theo dugce xic dinh qua viéc do huyét 4p lién tuc 24 gid. Piéu nay
dugc khing dinh qua ti 18 day- dinh luén dat trén 80% dugc thiy sau khi diing 1idu 40 mg va 80
myg telmisartan trong cdc nghién ciru 1dm sang ¢é ddi chimg véi gia dugc.

C6 mot xu hwdng 16 rang cho thy méi lién hé giita liéu lwgng va thdi gian hdi phuc huyét dp
tAm thu ban diu. V& mit nay, dit lidu lién quan huyét 4p tAm truong khong duoc nhit quan.

Trén bénh nhan ting huyét dp, telmisartan c6 hiéu qua 13m giam ca huyét 4p tdm thu va tim
truong ma khong anh hudng dén nhip mach.

Hi¢u qua chong ting huyét ap cua telmisartan tuong duong véi cdc thude dai dién cho cédc
nhém thude chong ting huyét dp khic (duge thé hién trong cdc thir nghiém 14m sang so sanh

gitra telmisartan va amlodipine, atenolol, enalapril, hydrochlorothiazide, losartan, lisinopril,
ramipril va valsartan.).

Khi ngimg dot ngdt didu tri bing telmisartan, huyét p s& dan dan tr& lai gid tri nhu trude khi
dieu tri trong vong vai ngady ma khdng ¢é hién tuong ting huyét dp doi nguge.

Trong céc thir nghiém 1Am sang di cho thiy diéu tri bing telmisartan s& di kém véi viée 1am
giam dang ke c6 y nghia thong k& Khoi lugng That trdi (Left Ventricular Mass) va Chi so Khoi
lwgng That trdi (Left Ventricular Mass Index) ¢ nhitng b¢nh nhan ting huyct ap va co6 phi dai
that tri.

Cac thur nghiém 14m sang (bao gbm cdc thube so sanh nhur losartan, ramipril va valsartan) da
cho thay diéu tri véi telmisartan 1am giam protein niéu c6 ¥ nghla théng ké (gébm albumin niéu
vi thé v albumin niéu dai thé) ¢ nhitng bénh nhan ting huyét dp c6 kém theo bénh than do dai
thao duong.

Cac thir nghiém 14m sang so sdnh trye tiép hai thuéce chong ting huyét dp cho thay bién chimg
ho khan it hon dang k& & nhitng b&nh nhin dicu tri voi telmisartan so véi bénh nhan ding cédc
thudc trc ché men chuyén angiotensin.

Amlodipine:

O nhiing bénh nhan tang huyét 4p, lidu ding mot lan mdi ngay lam giam dang ké huyét 4p trén
lam sang & ca tu thé nim ngira Va du’ng trong sudt 24 gid. Do khoi phit tic dung cham, huyét
dp thap cap tinh khong phai 13 van dé khi sir dung amlodipine.

O cdc bénh nhan ting huyét dp c6 chirc ning thin binh thwong, cdc mirc liéu diéu trj cua
amlodipine 1am gidm khang lyc mach mdu than va ting dd loc cau thin va ting lru lwgng twdi
mdu than hi¢u qua ma khong thay doi phén suat loc cau thin hodc protein ni¢u.

Pic tinh dwoce dong hoc
Duoc dpng hoc ciia dang thuoc két hop cé dinh liéu

Ty 18 va mirc do hdp thu cua phdi hgp amlodipine + telmisartan 13 twong dwong véi sinh kha
dung cua telmisartan va amlodipine khi dung du6i dang céc vién riéng r€.

Duoc dpng hoc ciia cdc thanh phan don 1é
Hap thu

Telmisartan duge hap thu nhanh mic dit s6 lugng hip thu thay doi. Sinh kha dung tuyét dbi
trung binh cua telmisartan khoang 50%.

Khi telmisartan dugc diing ciing véi thirc #n, mirc giam dién tich dudi dudng cong nong do
thuoc trong huyet twong theo thoi gian (AUC) cua telmisartan thay doi khoang 6% (liu 40
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;"ng) t&i xap xi khoang 19% (liéu 160 mg). 3 gi& sau khi diing thudc, nong do trong huyét trong
" 1a twong tu khi telmisartan dung Iuc déi hodc cling véi thirc dn.
Dién tich dudi dudng cong nong do - thoi gian (AUC) giam it khé ¢6 thé 1am giam hiéu qua
dicu tri.
Sau khi udng nhitng liéu amlodipine don tri liéu, ndng do dinh trong huyét tuong cua
amlodipine dat dugc trong vong 6 - 12 gi¢. Sinh kha dung tuyét doi dugc xac dinh nim trong
khoang 64% va 80%. Sinh kha dung ctia amlodipine khdng bi anh huong boi thiic an.
Phén bd

Telmisartan lién két phin 16n véi protein huyét twong (> 99,5%), chu yéu véi albumin vi
alpha-1 acid glycoprotein. The tich phin bo trung binh ¢ trang thdi on dinh (Vss) xap xi 500 L.

Thé tich phan b6 ciia amlodipine khoang 21 L/kg. Céc nghién citu in vitro véi amlodipine cho
thay khoang 97,5% lugng thudce trong tuan hoan la lién két véi protein huyét twong & nhiing
bénh nhan ting huyét dp.

Chuyén héa

Telmisartan duge chuyén hoéa theo con dudng lién két glucuronide véi cdc phan tir me. Céc
lién két nay khéng cho thiy tic dung duge 1y.

Amlodipine dugc chuyén héa nhiéu (khoing 90%) qua gan thinh cdc chit chuyén héa khéng
¢6 hoat tinh.

Thai trie

Telmisartan cé dac tinh dwgc dong hoc phéin huy theo ham sO mil kép v6i thoi gian ban thai
hon 20 gio. N‘c”)ng do to1 ,da trong huy’ét trong (Cmax) va ¢ pham vi hep hon, di¢n tich dudi
dudng cong nong d thudce trong huylt twong - thoi gian (AUC) tang khong tuong xiung voi
lieu. Khong ¢6 bang chirg vé hién twong tich lily telmisartan c6 y nghia vé mit 1am sang.

Sau khi diing dudng udng (va tinh mach) telmisartan hau nhu phin 16n bai tiét qua phan, chi
yéu duoi dang khong doi. Bai tiet tich lily qua nude ti€u 1a < 2% cia liéu. Do thanh thai toan
phan huyet twong (CLtw) 12 cao (khoang 900 mL/phit so véi toc dd mdu qua gan (khoang 1500
mlL/phtit)).

Amlodipine duge thai trir tir huyét twong & hai pha, v6i thoi gian ban thai khoang tir 30 gid t6i
50 gio. Nong d huyet tuong ¢ trang thii on dinh dat duge sau khi ding tiep tuc trong 7 - 8
ngay. 10% amlodipine ban dau va 60% amlodipine dudi dang chuyén hoa dugce bai tiet qua
nudc ticu.

Nh6m bénh nhi (dudi 18 tudi)

Khong cé céc dit licu dugc dong hoc ¢ nhém b¢nh nhéan nay.

Anh huéng gidi tinh

D quan sat thiy khdc biét vé miit gidi tinh vé nong do huyét tuong cua telmisartan, Cmax va
AUC cao xap xi gap 3 va 2 lan twong tng ¢ phu nit so véi nam gi¢i ma khong c¢6 anh hwong
lién quan dén higu qua.

Bénh nhin cao tudi

Dugc dong hoc cua telmisartan khong khéc biét giita bénh nhan tré tudi va cao tudi. Thoi gian
de dat duge nong do dinh huyet twrong cia amlodipine 1a tuong tu ¢ bénh nhin tré tudi va cao
tudi. O nhitng bénh nhin cao tuodi, dd thanh thai cua amlodipine cd xu hudng giam, 1am dién
tich duéi duong cong (AUC) va thoi gian bdn thai ting 1én,

Bénh nhin suy than

Nong do telmisartan trong huyét twong thip hon dugc quan sét thay & bénh nhén suy than dugc
loc than. Telmisartan lién két cao véi protein huyét twong & nhitng bénh nhin suy thin va
khong thé loai bo bang loc than. Thoi gian bdn thai khong thay doi & nhimg bénh nhén suy
than.
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:‘bucyc dong hoc ciia amlodipine khong bi 4nh huéng dang ké & bénh nhén suy than.

Bénh nhén suy gan

Cic nghién ciu dugc dong hoc & bénh nhin suy gan cho thiy sinh kha dung tuyét déi ctia
telmisartan tdng gan 100%. Thoi gian bédn thai khong thay doi ¢ bénh nhan suy gan.

Do thanh thai ciia amlodipine giam & bénh nhén suy gan dan dén ting AUC khoang 40 - 60%.

Quy cach dong goi

Hop 3 vix 10 vién

Pitu kién bio quin

Bao quan dudi 30°C, tranh 4nh sing va Am
Han dung

36 thang ké tir ngay san xudt

Tiéu chuén chit lwong cia thude

USP

Co s& san xuat

INVENTIA HEALTHCARE LIMITED

F1-F1/1-F75/1, Additional Ambernath M.ILD.C. Ambemath (East), Thane 421506,
Maharashtra State, An D6.
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