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Poc ky hudng ddn sit dung trudc khi ding.
Néu cdn thém théng tin, xin héi y kién thdy thuéc. ’-L_
Chi ding thuéc nay theo sy ké don ciia thdy thuéc.
Pé xa tdm tay tré em.

TROYSAR AM

MO TA:

Vién nén bao phim mau cam, hinh tron, hai mat 16i.

THANH PHAN: M5i vién nén bao phim chia:

Losartan Potassium 50 mg

Amlodipine Besilate tuong duong Amlodipine 5mg

Td dugc: Cellulose vi tinh thé, Sodium Starch Glycolate, Tinh bot, Polyvinyl Pyrrolidone (K-30),
Sodium Starch Glycolate, Talc, Magnesium Stearate, Ethyl Cellulose, Hydroxypropylmethyl
cellulose (IP2910)(E15), Lake of Sunset Yellow, Propylene Glycol, Titanium Dioxide.

Doc kj hudng déin sit dung trudc khi ding. Néu cdn thém thong tin xin héi  kién thdy thubc.

DUGCLY:

Losartan:

Coché&hoatddng:

Angiotensin II [hinh thanh tir angiotensin I trong mdt phdn ng xdc tdc bing enzym chuyén d6i
angiotensin (ACE, kininase II)], 12 mdt tdc nhdn giy co mach manh, hormon tao mach méu ciia
cdc hé thdng renin angiotensin va mdt thanh phdn quan trong trong bénh ly ting huy&t 4p. N6
ciing kich thich vé thugng thdn ti€t aldosterone. Losartan va chi't chuyén héa hoat dong chii y&u
ngin chiin suf co mach va tdc ddng ti€t aldosterone clia angiotensin II bing cdch ngin chin chon
loc nhitng gén k€t clia angiotensin 11 véi cdc thy thé AT1 tai nhiéu md, (vi du, mach mdu cdtron,
tuy&n thugng than). Ciing c6 mot thu thé€ AT2 tai nhi€u mé nhung khéng tic dong can biing ndi md
timmach. |

Losartan ciing nhu chit chuyén héa hoat dong khong ttc ch€ ACE (kininase II, cdc enzim chuyén
ddi angiotensin I thanh angiotensin II va Bradykinin thodi héa); ciing khong gin két hodc ngin
chin thu thé ndi ti€t t§ khac hoic kénh ion. Losartan c ch& c6 hiéu luc ting huyét 4p cia
angiotensin II (ciing nhuv angiotensin I) dang ti€m. Mgt 1iéu 100 myg tfc ch€ c6 hiéu lyc ting huyét
ap biing khodng 85% dinh di€ém va ti€p tuc dc ché& 25-40% trong 24 gid.

Loai bé phdn hdi tiéu cyc clia angiotensin 11 1am ting 2 - 3 14n hoat @9ng clia renin huyét twong va
k&t qud 1am ting ndng d6 angiotensin II trong huy&t twong § bénh nhén ting huyé&t 4p. Losartan
khong dnh hudng d€n cdc phdn ng Bradykinin, trong khi thudc c ch€ ACE lam ting phén @ng
Bradykinin. Nong do Aldosterone gidm khi ding Losartan. Mic dd 4nh hudng clia Losartan 1&én su
ti€taldosterone, quan sét thiy tdc dong rat it d€n kali huy&t thanh.

C6 mot hiéu (ing ting nhe acid uric niéu din d€n sy gidm t8i thi€u axit uric trong huyét thanh (c6
nghia 12 gidm <0,4 mg/dl) khi ding dudng uéng.Hiéu qua ciia Losartan trong vong mot tudn,
nhung trong mét s& trudng hop, c6 hiéu luc t8i da c6 thé xdy ra trong 3-6 tudn. Khéng c6 hién
twgng ro ra nf sau khingung At ngdt Losartan.

Amlodipin:

Amlodipin 12 m6t chi't d6i khang calci dihydropyridin (d6i khdng ion canxi ho#c chen kénh chim)
ma c ch€ sy trao d6i qua mang ciia cdc ion canxi vdo trong cd trdn mach mdu va co tim.
Amlodipin lién k€t vdi ca hai dihydropyridin nondihydropyridine. Amlodipin ¢ ch&€ ddng ion
canxi qua mang t& bao c6 chon loc, vdi tdc dong manh hon vio t& bao cd trdn mach miu hon vao t€
bao cd tim. Nong d6 canxi huyét thanh khong bi 4nh hudng bdi amlodipin. Amlodipin 12 mét chi't
gay gian ddng mach ngoai bién tdc déng vao cd tron mach mdu giy gidm sic dé khdng mach mdu
ngoai bién va gidm huyé&tdp. Cdc cd ch€ 1am gidm dau thit ngyc clia amlodipin bao gom:
Huy€tdong luc hoc: Amlodipin 1am giin mach din d€n gidm sy hoat ddng va duy tri huy&tdp. Sy
gidm huyé&t 4p khong kém theo mot sy thay d6i dang k€ nhip tim hodc ndng do catecholamine
huy&t twong & liéu diéu tri man tinh. Vi liéu diéu tri man tinh hang ngay, hiéu qué ha huy&t 4p
dugc duy tri it nhat 24 gid. Nong do trong huyét thanh twong &ng véi hiéu quéd d nhitng bénh nhan
tré va gia.

& bénh nhén ting huyét 4p c6 chifc ning than binh thudng, liéu diéu tri cia Amlodipin 1am gidm
sy dé khang clia mach thin va ting ty 1€ loc cAu thdn va tdc dong Ién luu Iwgng thin huy€t thanh
ma khong cé sy thay ddi ty 1& loc hodic protein niéu.

Nhu nhitng thudc chen kénh calci khic, do huyét dong hoc chifc ning tim mach khi nghi ngdi va
trong lic tip thé duc (hoidc déu nhip) & bénh nhdn c6é chitc ning tim thit binh thudng ding
Amlodipin thudng chitng t3 c6 sy gia ting nhe thong s6 tim mach ma khong anh hudng ddng ké
dé&n dP/dt hoic 4p suit 1én tAm that trdi hodc lvu lugng. Trong cic nghién ctu huyé&t dong hoc,
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Amlodipin khong géy ra sy co thit tim khi dung li€u diéu tri cho dong vt va con ngudi. K&t qui
tuong ty, tuy nhién, da quan sét bénh nhan binh thudng hodc bénh nhén suy tim kém theo cdc yéu
t6 co thittim.

Téc dung dién sinh hoc: Amlodipin khong thay d6i chifc niing niit xoang nhi hoic din truyén tim
nhi thit, khéng 1am thay d8i ddng k€ A-H va H-V va thdi gian phyc hdi niit xoang sau khi diéu nhip
va khong lam thay ddi cdc khodng ghi dién tim hodc sdn xui'tdd cao hon clia khdi AV. (2,

TINH CHAT DUGC PONG HOC:
Losartan: :
Téng quét: Losartan 12 mét tic nhin hoat déng va dugc chuyén héa ddu tién bing enzym
cytochrome P450. Pugc chuyén d8i mot phdn thanh chit chuyén héa axit cacboxylic hoat ddng c6
nhiém vy d6i khdng thu thé angiotensin II. Chi't chuyén h6a clia Losartan di dugc tim thiy trong
huyé€t tudng clia con ngudi va nudc ti€u. Ngoai cdc chit chuy&n héa axit cacboxylic hoat dong,
mot s& khong hoat ddng ciing dugc hinh thanh. Thdi gian bin thdi ciia Losartan 12 khodng 2 gid va
ctia chit chuyén héa 13 khodng 6-9 gid. Dugc dong hoc clia Losartan va chét chuyén héa hoat
dong ltuy&n tinh v6i liéu Losartan udng d€n 200 mg va khong thay ddi theo thdi gian. Losartan va
chi't chuyén héa clia n6 cling khong tich lily trong huy€t twong khi dung liéu 1 14n hang ngay. Sau
khi u6ng, Losartan dugc hdp thu t5t va trdi qua sy chuy€n héa ddu tién; hé th&ng sinh khi dung cia
Losartan xip xi 33%. Khodng 14% liéu udng chuyén hod thanh chit chuyén ho4 c6 hoat tinh.
Néng do dinh ciia Losartan dat d€n trong 1 gidf va va chit chuy€n héa hoat dong 13 trong 3-4 gid.
Trong khi ndng d t5i da ciia Losartan va chdt chuyén h6a hoat dong trong huyé&t tuang 1a x4p xi
biing nhau, AUC ciia chit chuyén h6a gdp 4 14n clia Losartan. Thifc &n s& 1am chim sy hip thu ciia
Losartan va lam gidm Cmax ctia n6 nhung chi c6 tdc dung nhd 1én AUC clia Losartan hodc trén
AUC ciia chd'tchuyén héa (gidm xudng khodng 10%). |

Sau udng liéu duy nhét Losartan, khodng 4% li€u ding dugc bai ti€t khong thay di trong nuéc
ti€u va khodng 6% dugc bai ti€t trong nude tiéu 1a chdt chuyén héa hoat dong. Mat g6p phin bai
ti€t Losartan va chit chuyén h6a clia né. Sau uéng 14C ddnh ddu Losartan, khodng 35% s& phéng
xa tim thiy trong nu6c ti€u va khodng 60% trong phan. C4 Losartan va chit chuyén héa hoat dong
gdn vao protein huyét tuong chd y&u 12 albumin, véi ty 1€ tuong ing 12 1,3% va 0,2%. Sy gdn két
vao huy&t twong 12 hiing s6 trén pham vi ndng dd dat dugc véi liéu duge dé nghi.

DPicbiétquin thé:

1) Lao hoc va Gidi tinh: Dudc dong hoc Losartan dugc da duge di€u tra & nhitng ngudi caotudi
(ngudi cao tudi 65-75 tudi) va & ca hai gidi. Nong dd Losartan trong huy&t thanh va chi't chuyén
h6a hoat ddng tuong tv nhau & ngudi gia va tré bi cao huyét 4p. Néng d¢ Losartan trong huyét
thanh & phdi nif bi cao huy&t 4p cao gp 2 14n & phdi nam, nhung ndng d¢ clia chdt chuyén héa hoat
dong twong tu & nam va nit. Khéng cin diéu chinh li€u lugng.

2) Suy thdn: Sau uéng, ndng @6 trong huyét tuong va AUC ciia Losartan va chit chuyén héa hoat
d6ng ciia n6 ting 50-90% & bénh nhin bénh suy thin nhe (hé s8 thanh thdi creatinin 50-74
ml/phiit) hoic bénh nhin suy thin trung binh (hé s6 thanh thdi creatinin 30-49 ml/phiit). Losartan
va chuyén héa hoat dong khong thé loai bd biing céch loc méu. Khong cdn diéu chinh liéu Iugng &
bénh nhén suy thin, trir khi da diing hét thé tich.

3) Suy gan: Sau khi u6ng & bénh nhin xd gan nhe d€n trung binh, ndng dé trong huy€t twong ciia
Losartan ting 5 14n va ch4't chuyén héa hoat dong ting khodng 1,7 1in & nhitng ngudi tinh nguyén
vién thanh nién ph4i nam. So v@i cdc d6i tugng binh thudng A6 thanh thdicla Losartan trong huyét
tuong & bénh nhin suy gan thip hon 50% va kha dung sinh hoc dudng uéng cao han khodng 2 lan.
Bénh nhén c6 tién sl suy gannénbit diu diéu tri bing liéu thdp.

Amlodipin:

Dugc ddng hoc va Chuyén héa:

Sau khi uéng Amlodipin, néng d¢ cao dinh dat sau 6 d€n 12 gid. Sinh kha dung tuyét d6i da dugc
udc tinh vio khodng 64% va 90%. Sinh kha dung ctia Amlodipin khong bi thay ddi bdi thyc phdm.
Amlodipin bi€n d8i (khodng 90%) thanh chit chuy€n héa bit hoat thong qua su chuyén héa & gan,
v8i 10% thubc chua chuyén hod va 60% cdc chit chuyén héa bai ti€t theo nudc ti€u. Sy thai trir
thuGc theo 2 pha, thdi gian bdn thdi cudi cing trung binh 12 khodng 30-50 git. Him lugng thudc
trong huy€t trong & trang th4i §n dinh dat dugc sau 7-8 ngay ding thudc lién lyc.

Dugc ddng hoc clia amlodipin khong bi 4nh hudng bdi suy thin. Do d6 bénh nhan suy thin c6 thé
bitddu diéu tri v6i lidu thong thudng.

Bénh nhéin cao tudi va ngudi suy gan gidm d§ thanh thdi amlodipin din d€n ting AUC khodng 40-
60%, va phai bdt ddu diéu tri biing liéu thdp. Ting AUC da dudc quan s4t th'y § bénh nhén suy tim
niing trung binh d€n ning.

CHI PINH:
Khi ting huy€t 4p va/hodc CAD, nén sit dung Losartan 50 mg va Amlodipin 5 mg gi6ng nhu sif



dung ddng thdi 2 loai thudc riéng 1€, sit dung nén phdi hgp thé hién sy t3i wu va c6 thé thay thé
nhitng loairiéng 1é

Tang huyétédp

Bénh dong mach vanh (Coronary Artery Disease - CAD)
Pau thit ngyc §n dinh min tinh

Pau thit nguc (Prinzmetal's hoic bi€n thé dau thit nguc)
Chup X-quang mach mdu duli¢u CAD

LIEUDUNG VA CACHDUNG:
Thudc nay chi ditng theo sy ké don ciia thdy thuéc.
M0&ingay 1 vién hoic theo chi dinh ciia thdy thudc.

CHONG CHi PINH:
Losartan khong dung cho bénh nhin min cdm d€n batky thanh phdn nao clia thudc.
Amlodipine khong sit dung cho bénh nhén nhay cdm véi amlodipine.

CANHBAO VA THAN TRONG:

LUUY:

Losartan:

Trang thdi bénh va ti¥ vong clia bao thai/ tré s¢ sinh: Thudc tic dong truc ti€p 1én hé théng
renin angiotensin, c6 thé giy bénh va tif vong & bao thai va tré sd sinh khi si dung cho phu nif
mang thai. Khi phathién c6 thai, Losartan nén ngung si dung cang s6m cang tot.

Nén théng bdo cho sidn phu bi phoi nhiém véi thudc khdng thu thé angiotensin II trong sudt quy
d4u thai ky. Tuy nhién khi bénh nhdn mang thai, ngudi thiy thuéc nén ngung cho st dung losartan
cang s6m cang tot.

Theo di tré em vdi tién sit bi phdi nhi€m vdi chit d6i khédng thy thé angiotensin II nhi huy&t 4p
th4p, thi€u niéu, va ha kali huy&t. N&u tinh trang thi€u nhiéu x4y ra nén chi ¥ tryc ti€p dé€n huyét
4p va sy truyén dich ciia than. Sy trao d8i dich truyén hoic thdm phan dudc yéu ciu nhu1a phudng
tién 1am ddo ngugc tinh trang huy&t 4p thip va/hoic thay thé cho nhitng r8i loan chitc ning thén.
Bénh nhén huy&t 4p thap: G nhitng bénh nhin c6 thé tich thinh mach thdp (sit dung thubc 1¢i
ti€u), triéu chitng ha huy&t 4p x4y ra sau dgt diéu tri diu tién. & nhitng trudng hgp trén nén bit ddu
tri liéu biing li€u thip Losartan.

Amlodipine:

Ting ty 1¢ dau thit ngyc va/hodic @dng mach vanh: Hi€m gip, dic biét1a & nhitng bénh nhin cé
bénh vé cdu triic d6ng mach vanh min tinh, 1Am ting tin suft, kéo dai thdi gian va/hodc mic dd
nghiém trong clia bénh dau thit ngyc hodc bénh nhdi m4u cd tim khi bit ddu sit dung thudc chen
calci hodc ngay thdi gian ting liéu st dung thudc. Co ch€ clia tic dong ndy chua dwgc 1am sdng td.

PE PHONG:

Losartan:

Téng quét:

1. Qua méin: Phi mach

2. Suy chifc niing gan: Dya trén nhitng dit liéu dugc ddng hoc di chitng minh sy gia ting ddng ké
ndng d0 losartan trong huy€t tvong & bénh nhin xo gan, phai gidm liéu d6i v6i bénh nhén suy
chifc ndng gan.

3. Suy chifc néing thn: Hiu qud clia viéc ngiin chin hé thdng renin-angiotensin-aldosteron, 1am
thay d6i chitc ning thin & nhitng bénh nhin nhay cdm khi diéu trj biing losartan, d nhitng bénh
nhan c6 thay d8i chitc ning than phii ngung diéu tri. & nhitng bénh nhan c6 chifc ning thin phy
thudc vao hoat dgng clia hé thdng renin-angiotensin-aldosterone (vi du nhu bénh nhan suy tim
xung huy&t mén tinh), diéu tri bing thudc e ch€ enzyme bi€n d8i angiotensin s& kém theo
triéu chitng thi€u niéu va/hoic ting ure huy&t va (hi€m) suy thin cip va/hoic tif vong. K€t qui
bdo cdo tuong tu véi Losartan.

Lam ting creatinin trong huy&t tuong va nitrogen ure trong mau khi ding losartan cho mét s&
bénh nhan hep mdt ho#c hai @dng mach thin. Nhitng tdc dong nay sé bi€n m4t khi ngung ding
thudc.

4. M4t cin biing dién gidi: M4t cin biing dién gidi thudng x4y ra & bénh nhin bj suy thin ddng
thdi hodc khong ddng thdi c6 bénh tiéu dudng, va cin dugc gidi quyét. TV 1¢ ting kali huy&t
cao hon § bénh nhin ti€u dudng type 2 kém theo protein niéu khi diéu tri v8i losartan.

5. Théngtin cho b¢nhnhén:

B4 sung kali: Bénh nhén dang sit dung losartan khong nén b8 sung kali hodc mudi thay thé c6
chita kali ma khéng c6 sy chi dinh ciia thiy thudc. Y
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SW dung trong lio khoa: Khong c6 sy khac biét tdng thé hiéu qua va df an toan giita bénh

nhan16n tudi va tré tudi, khong thé quy ra 6 nhay cim clia nhitng bénh nhén 16n tudi.
Amlodipine:
Téng quét: St dung Amlodipine khdi phdt gdy ra sy gidn mach tir tif va gy ra ha huy&t 4p cdp sau
khi udng thudc. Tuy nhién, phdicfn thin trong v8i thudc gidn mach ngoai vi, nén theo ddi khi uéng
thudc amlodipine, dic biét1a § bénh nhan hep ddng mach chi.
St dung & bénh nhén suy tim xung huy€t: Thong thudng, phdi sif dung than trong thudc chen calci
trén bénh nhin suy tim.
Ngung sit dung thudc irc ch€ beta: amlodipine khéng phai 12 thudc tic ché beta do d6 khong bdo vé
chéng lai sy nguy hi€m khi ngung si dung thudc dc ch& beta dot ngot; ba't cf sy ngung thudc nén
gidm liéu tir ti thudc e ché€ beta.
Bénh nhin suy gan: Do Amlodipin chuyé&n hoé & gan va thdi gian bén thdi (t1/2) trong huy&t thanh
12 56 gid & bénh nhin suy chifc ning gan, thin trong khi sit dung amlodipine § bénh nhéin suy gan
man.
Si dung trong nhi khoa: Khong bi€t amlodipine c6 tdc ddng 1én huy&t 4p & nhitng bénh nhin
dudi 6 tudi.
Si dyng trong lido khoa: Thong thudng, phai thin trong khi Iva chon liéu sit dung cho bénh nhén
trudng thanh, thudng bit ddu liéu thap sé gidm sy dnh hudng d€n chirc ndng gan, thin hodc tim va
nhitng bénh ddng thdi hoic nhitng liéu phép sit dung thudc khdc. Nhitng bénh nhén 16n tudi c6 o
thanh thdi amlodipine gidm din d&n sy ting AUC khodng 40-60%, va cin thi€t phdi bt ddu tr
liéu thdp.

SUDUNG G PHU NU CO THAI VA CHO CONBU:

Losartan:

Phuy nif c6 thai: Bénh nhan dang mang thai phdi dugc thong bdo hdu qua clia viéc sit dung thubc &
quy thif hai va quy ba ciia thai kY s& tdc dong 1én hé thdng renin- angiotensi va ho ciing dugc béo
nhitng hiu qua khéng xuft hién & tif cung khi han ch€ sit dung thudc & quy ddu ciia thai ky. Nhitng
bénh nhin ndy nén béo vdi thiy thudc khi c6 thai cang sém cang tot.

Phy nif dang cho con bii:Khdng bi€t losartan c6 bai ti€t qua sita me¢ hay khong. Bdi vi khd niing
tdc dung c6 hai 1én tré dang bii me, nén cdn phdi quyé€t dinh xem nén nging cho bi hoic ngitng
thudc, tuy thudc vao tim quan trong clia thudc d6i v4i ngudi me.

Amlodipine:

Phuy nit mang thai: Amlodipine chi nén sit dung cho phy ni¥ ¢6 thai khi 1¢i ich hon hdn nguy cd téc
donglénbao thai. :

Phy nit dang cho con bii: Khong bi€t amlodipine c6 bai ti€t qua sita me hay khong, nhung nén
ngung thudc khi dang cho con bi.

TACPONG TREN KHA NANG LAI XE VA VANHANHMAYMOC:
Khong tdc ddng 1én kha ning 14i xe va vin hanh mdy méc.

TACDUNG PHU:

Losartan:

T4c dung khéng mong mudn thudng gip & bénh nhén sit dung losartanbao gbm:

Cd xuong: co ciing cd, dau lung, dau chdn

He¢ thdnkinh: ch6ng mit

H¢ hd hdp: nghet miii va nhi€ém tring dudng hd hip trén: viém xoang

Nhitng bdt 1gi sau diy ciing dugc bdo cdo & bénh-nhan diéu tri bing losartan: suy nhugc/mét mdi,
phi/sung, dau nhitc bdt thudng, dau vai, budn ndn, dau diu, viém hong, tiéu chdy, khé tiéu, dau
cd, mitngy, ho, viém xoang.

Triéu chitng ho, tdi di tdi lai dugc bao cdo khi sit dung Losartan

Phdn @ng phu dugc néu nhu'sau:

Tiing cAm: phd mach, bao gdm sung thanh quan va thanh mén, gy tic ngh&n dudng thd va/hodc
sung mit, méi, hong, va/hoic 1udi hi€m xdy ra khi bénh nhin dugc diéu tri bing Losartan; mgt s0
nhitng bénh nhin nay trtéc diy c6 tién sit phd mach véi loai thudc irc ché ACE khéc. Viém mach,
bao gdm xud't huyé&t Henoch-Schonlein purpura, d3 dugc bdo cdo. Phdn ing phdn vé da dugc bio
cédo.

Tiéuhéa: Viém gan (hi€m gip).

Co xuong: Hi€m gip trudng hgp Globin cd niéu & nhitng bénh nhan sit dung dc ché thu thé
angiotensin II.

HO h&p: Ho khan (xem & trén).

Tang kali mdu va ha natri mdu d3 dugc bdo cdo.



Phong thi nghiém kiém tra phat hién: thay d6i 1im sing quan trong trong cdc thdng s& chudn clia
phong thi nghiém hi€m khi lién quan d€n dudng diing ctia Losartan.

Creatinine, Nitrogen ure mdu: Lim ting mt it nitrogen uré mau (BUN) hay creatinine huyét
thanh di dugc quan sdt trong it hon 0,1% bénh nhan cao huyét dp cin thiét sit dung véi Losartan
mdt minh.

Hemoglobin va hematocrit: LAim gidm it hemoglobin va hematocrit (¢6 nghia 1a gidm khodng
0,11% grams va 0,09% thé tich, tuong ing) di xdy ra thudng xuyén & cic bénh nhéin dugc diéu tri
biing Losartan mot minh, nhung hi€m khi ¢6 tim quan trong lim sang. Khong c6 bénh nhan ngung
stt dung do bi thi€u méu. :

Céc xét nghiém chifc ning gan: Ting cao cdc enzym gan va/hoic bilirubin huy€t thanh.
Amlodipin:

Thong thudng diéu tri véi Amlodipin dugc dung nap t6t & liéu t&i da 10 mg/ngay. Hiu hétcéc phin
itng ba't 1¢i trong qu4 trinh tri liéu Amlodipin & mic d§ nhe hodc ning vi¥a phéi. Céc tic dung phu
thudng gip nhit 1a dau ddu va phi né. Hiéu @ng khic bao gdm chéng mat, dé birng mit, hdi hop,
métmdi, budn non, budn ngd, vv.

Tim mach: loan nhip tim (bao gdm nhip nhanh thit va rung nhi), nhip tim chip, dau ngyc, ha huy&t
4p, thi€u m4u cuc bd ngoai vi, ngit xiu, nhip tim nhanh, chéng mit khi thay d8i tu th€, ha huyétap
thé€ ditng, viém mach.

H¢ thdn kinh trung wong va ngoai bién: gidm cim gidc, dau thin kinh ngoai vi, run, chéng mit.
Tiéuhéa: bi€ng in, tio bén, khé tiéu, mic chitng khé nuét, tiéu chdy, ddy hdi, viém tuy, ndn, ting
sdn nudu ring.

Téng quét: phin ing di ing, suy nhudc, dau lung, khé chiu, dau ddn, run, ting cin, gidm cin.

H¢ thdng co xuong: dau khdp, thodi héa, chudtritcd bip, dau co.

Tam thén: r&i loan chifc ning tinh duc (nam va ni¥), mit ngd, cing thing, trdim cdm, nhitng gidc
md bit thudng, lo 1dng, matnhan cich.

Hé théng hd hap: khé thd, chdy mau cam.

Da va phén phy: phit mach, ban dd nhiéu dang, ngita, phatban, phitban d3, ndi mdn sin.

Nhitng ca xdy ra it hon 1% trong c4c thit nghiém kiém so4t gid dudc, nhung ty 1€ cdc tdc dung phu
1 tiY 1% va 2% trong tit c4 cdc nghién cttu vé lidu lugng.

Dicbi@t cdc gidc quan: bit thudng thi gidc, viém k€t mac, gidc, dau mit, U tai.

He¢ thng ti€'t ni¢u: di ti€u gdtnhiéu lan, ching tiéu dém.

He thin kinh ty ddng: khé miéng, ra md héinhiéu.

Trao d8i chi't va dinh du@ng: ting dudng huyét, khat.

Huyé&t hoc: gidm bach ciu, ndiban, gidm ti€u ciu.

Nhitng trudng hgp xay ra it hon 0,1% bénh nhén: suy tim, mach bt thudng, ngoai tim thu, sy d&i
mau da, n8i mé day, kho da, rung téc, viém da, yéu cd, co giat, mit diéu hoa, ting truong lyc cd,
dau nita ddu, cdm lanh va da lanh, thd d, kich ddng, mat tri nhd, viém da day, ting sy thém in,
phan 16ng, ho, viém miii, khé ti€u, da niéu, r&i loan khitu gidc, bt thudng thi gidc, va khé mit.
Amlodipin di dugc sit dung mét cich an toan & cdc bénh nhin c6 bénh phdi tic ngh&n man tinh,
suy tim xung huy&t, bénh dong mach vanh, bénh mach mau ngoai vi, ddi thdo dudng, va ti€u sit
lipid bt thudng.

Théng bdo cho thiy thuéc nhitng tdc dung khéng mong muén gdp phdi khi sit dung thuéc.

TUONG TAC THUOC:
Losartan:

Losartan khong dnh hudng dé€n dugc dong hoc va dudce luc hoc cia warfarin don liéu. Losartan
khong dnh hudng d€n duge dong hoc cilia digoxin dudng udng hoic dudng tiém truyén.Khdng cé
sy tuong tdc duge dong hoc giita losartan va hydrochlorothiazide. Sit dung chung losartan va
cimetidine Jam ting AUC ctia losartan 1én 18% nhung khong tdc ddng dén dugc dong hoc clia chat
chuyén ho4 hoat dong ciia losartan. Sif dung chung losartan va phenobarbital 1am gidm AUC cia
losartan xuéng 20% va chit chuy€n hod hoat dong cia losartan. C6 sy tuong tic 16n vdi rifampicin
(gidm khodng 40% AUC ciia chit chuyén hod va khodng 30% AUC ciia losartan) Fluconazole 12
chét dc ché cytochrome P450 2C9, lam gidm AUC ctia chdt chuyén hod 40%, nhung lam ting
AUC ciia losartan khodng 70% sau nhiéu liéu. Khi ding chung Erythromycin va nhitng chét c
ché& P450 3A4 vdi losartan dudng udng khong tic dong d&€n AUC ciia chit chuyén hod nhung lai
lam ting AUC cialosartan 30%.

Amlodipine:

Amlodipne khong 1am dnh hudng dén sy gin két protein véi digoxin, phenytoin, warfarin va
indomethacin trong huy€t thanh ngudi.

1.Anh hudng cia nhitng tdc nhan khdc1én amlodipine.

CIMETIDINE: Sif dung chung amlodipine vdi cimetidine khong lam thay d8i dugc dong hoc ciia
amlodipine.

NUGC BUGI: Khong tic dong dén duge ddng hoc clia amlodipine.

Chét khdng acid: S&t dung chung chit chéng acid, Maalox vdi Amlodipine don li€u khong dnh
hudng d&€n duge dong hoc ciia amlodipine.

SILDENAFIL: Sildenafil 100mg don liéu khong c6 anh hudng d€n nhitng tham s& dugc dong hoc
ctiaamlodipine.

2. Anh hudng ciia amlodipine 1én nhitng téc nhén khéc: é
ATORVASTATIN: Diung chung 10mg amlodipine véi 80mg atorvastatin khong 1am thay ddi a6
Sndinh nhitng tham s& dugc ddng hoc ciia atovastatin.

Digoxin: Diing chung amlodipine vdi digoxin khong 1am thay d8i ndng d¢ digoxin trong huyét
thanh hodc d9 thanh thai ciia digoxin § nhitng tinh nguyén vién.

ETHANOL (rugu): Pon liéu hodc da liéu 10mg amlodipine khong 1am dnh hudng d€n dugc dong
hoc ciia ethanol.

WARFARIN: Diing chung amlodipne véi warfarin khdng 1am thay ddi thdi gian ddp ¢ng warfarin
prothrombin.

DUNG QUA LIEU:

Losartan:

Nhirng biéu hién cia qué liéu rit c6 thé 12 ha huy€&t 4p va nhip tim nhanh; nhip tim chim c6 thé do
s kich thich hé thidn kinh phé giao cAm. N€u c6 triéu chitng ha huy&t 4p xdy ra,cn ti€n hanh bién
phép diéu tri hd trg.

Losartan va chuyén h6a hoatdgng khong thé loai bd biing cdchloc mau.

Amlodipin: '

Qud liéu s& gy gidn mach ngoai bién qui mitc din d€n ha huy&t 4p va c6 thé giy phin xa nhip
tim nhanh. G ngudi, ¢8 § sit dung qu4 lidu clia Amlodipin rit han ch&. N&u ding qud lidu nhiéu,
phai hd trg hoat ddng ciia tim va ciia hé hd hip. Thudng xuyén do huyét 4p 1a diéu cin thi€t. Ha
huy&t 4p c6 nén xdy ra, bénh nhin cin dugc hd trg tim mach bao gdm bit diu ting liéu tir tir va
truyén dich. N€u ha huy&t 4p vin khong ddp dng véi nhitng bién phép bdo vé, sit dung tdc nhin
tang huyé&t 4p (nhu phenylephrine) cin quan tim d&n luu lugng tudn hoan vi lugng nudc tiéu bai
ti€t. Tiém tinh mach canxi gluconat c6 thé c6 1gi trong viéc phuc hdi tic dong phong b€ kénh
canxi. Vi Amlodipin lién k&€t manh véi protein, nén thim phan khong c6 k€t qua.

BAOQUAN:
Bdo quan dudi 25°C dndikho, trdnh 4nh sdng.
Pé xatimtay tré em.

HANDUNG: 24 thing k€ tir ngdy sdn xudt.
QUY CACHPONG GOI: Hop c6 100 vién nén bao phim (10 vi x 10 vién nén).
TIEU CHUAN CHAT LUGNG: Nha sin xuit.

Pudc sdn xui't bdi :

TROIKAA PHARMACEUTICALS LIMITED
Thol - 382 728, Gujarat, India
Tel: +91 2764 274304 Fax: 491 2764 274684
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