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Doc ki hudng ddn sk dung trude khi ding.
Néiu cdn thém thing tin, xin hoi ¥ kién thdy thudc. A
Chi ditng thudc nay theo su ké don cila thdy thudc.
J' DE xa tdm tay tré em.
[ -
~ TROYSAR AM
MOTA: |
Vién nén bao phim mau cam, hinh tron, hai mét 16i.
THANH _‘N:M&ivi&nuénbaophhnuhﬂa:
I..osa.mn t Ium 50mg

Glycolale. Tale, Magnesium Stearate, Ethyl Cellulose, Hydroxypropylmethyl
[ 910)(E15), Lake of Sunset Yellow, Propylene Glycol, Titanium Dioxide.
Dock hutdng din sitdung trude khidiing. mmmmaxw héi§ kién thilythube.

DPUJCLY:

Losartan:

Cach€hoatdong:

Angiotensin I [hinh thinh tir angiotensin I trong mdt phdn tng xdc tc bing enzym chuyén d8i

angiotensin (ACE, kininase 1)), Ilm}tﬁclﬂﬂn y co mach manh, hormon tao mach méu ciia

céc h¢ thang renin angiotensin va m g trong bénh Iy ting huy€t 4p. N6
vémmmﬂﬁ“." 'tmﬁnmm:oonschﬁy‘u

Mnmmﬂtmuy&MMtMummMmmmmmm&n
ddi angiotensin I thanh angiotensin I vi Bradykinin thodi héa); cling khong gén k&t hodic ngin
chiin thy thé ndi i€t t6 khic hodc kénh ion. Losartan tic ch€ c6 hiéu luc ting huy&t 4p cla
angiotensin 11 (ciing nhu angiotensin I) dang tiém. Mot lidu 100 mg tfc ch€ c6 hiéu Iyc ting huyét
dp bing khodng 85% dinh di€m va ti€p tuc e ch& 25-40% trong 24 gid.

Loai bd hdi tiéu cyfc clia angiotensin IT1dm ting 2 - 3 [4n hoat d6ng ciia renin huy&t tuong vi
k€t qud 1am ting ndng d6 angiotensin I trong huy&t twong & bénh nhén ting huy&t dp. Losartan
khong dnh hudng d€n cdc phin ting Bradykinin, trong khi thusc iic ché ACE 1am ting phin tng
Bradykinin. Néng d9 Aldosterone gidm khi ding Losartan. Mjc db dnh hudng cila Losartan 1én sy
tiftaldosterae, quan st thdy tdc dong rit it 4€n kali huy&t

C6 mét hiéu ting ting nhe acid uric niéu diin d€n sy gidm t5i axit uric trong huy#&t thanh (c6
ngha 1a gidm <0,4 mg/dl) khi ding duding ubng.Hiéu qud ciia Losartan trong véng mot tuln,
nhing trong mﬁtsﬁmghqp.oéhﬁnlwﬁdnaéﬂxiymmg3 6 wdn. Khong c6 hién
teghng 1 riing sau khingung dftngdt Losartan.

] m#td:‘ﬁdﬁlkhingca!m&thydmpyndm(dﬂ'tkhﬁnginﬁﬂbdwmunkdﬁm}
ma c che' trao d6i qua mang cia ciclmcamviomgwmmnﬂaﬂwﬂm
Amlodipin lién k€t vdi cd hai dihydropyridin nondihy e ché€ dong ion
canxi qua ming € bao wmmvﬁmmgmnhmmnmommmmmumvaovs
bio cd tim. Néng 6 canxi huy&t thanh khong bj dnh hudng bdi amlodipin. Amlodipin 1a mét chit
gaygnindbnsmchnguglhianﬁc&ugmwmmachming&dimmdékhingmchmﬂu
ngoaibién va gidm huy€t ip. Cfic co ch€ lam gidm dau thit ngye ciia amlodipin bao gm:

hoc: Amlodipin 1am gidn mach diin d€n gidm sythoat dong va duy tri huyét dp. Sy
p khong kem theo mot sy thay d6i ddng k€ nhijp tim hodic néng 46 catecholamine

huyé&t  lidu diéu tri mén tinh. Véi liéu diéu trj min tinh hang ngay, hiéu qui ha huy&t &p
dugc duy tri it nhit 24 gitr. Néng 6 trong huy€t thanh twong ting véi hiéu qud & nhitng bénh nhin
tré va gia. 5

& bénh nhiin ting huyét dp c6 chitc ning thin binh thuding, liéu diéu tri cia Amlodipin 1am gidm

sif dé khang cia mach thiin va ting tf 1€ loc cAu thn va tic dong 1én Iutu lugng thin huyét thanh
ma khong c6 su thay d6i ty 1€ loc hoic protein ni¢u.

Nhu nhitng thuGc chen kénh calci khic, do huy&t dong hoc chifc ning tim mach khi nghi ngai va
trong liic tdp thé dyc (hodic déu nhip) & bénh nhan c6 chifc ning tAm thit binh thudng ding
Amlodipin theding ching t ¢6 sif gia ting nhe thdng s& tim mach ma khong dnh hudng ddng ké
d&n dP/dt hodc dp suit 1én tim thét trdi hodc luu lugng. Trong céc nghién cifu huy&t ddng hoe,
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Amlodipin khéng giy ra sy co thit tim khi diing li€u diu trj cho dong vt va con nguisi. K&t qud
ufdng t, tuy nhién, di quan sdt bénh nhén binh thuring hoiic bénh nhin suy tim k¢ m theo cdc y&u
16 co thittim.

Téc dyng dién sinh hqc:Amlodipinkthgﬂuydﬂiohﬁtnlngmitxmngnhlhﬂ¢din truyén tim
nhi thilt, khdng 1am thay d8i ddng k€ A-H v H-V v thdi gian phuc hdi nit xoang sau khi diéu nhijp
vi khong lam thay d8i cic khodng ghi dién tim hodic sdn xuit 46 cao hon ciia khi AV. 2

TINH CHAT DUGC PONG HOC: e
Losartan:

Téng quét: Losartan 12 mt tdc nhan hoat djng vi dugc chuyén héa ddu tién bling enzym
cytochrome P450, Pudc chuyén d8i mot phdn thinh chit chuyén héa axit cacboxylic hoat dong c6
nhiém vy ddi khing thy thé angiotensin II. Chat chuyén héa ciia Losartan di dugc tim thiy trong
huy&t tuang ciia con ngudi vA nude tiéu. Ngodi cdc chilt chuy&n héa axit cacboxylic hoat dong,
m@tsd khong hoat dong ciing duge hinh thinh. Thisi gian bén thii cdia Losartan 2 khodng 2 gi v
ctia chiit chuy€n héa 12 khodng 6-9 git'. Dugc dong hoc cia Losartan va chit chuyén héa hoat
dong ltuy&n tinh v6i lidu Losartan u6ng d&n 200 mg va khong thay ddi theo thdji gian. Losartan va
cht chuyén héa ciia né ciing khong tich 1y trong huy&t twong khi ding liéu 1 1in hang ngay. Sau
khi ufng, Losartan ducgc hip thu t5t va trdi qua su chuy€n héa ddu tién; hé thEngsinh khd dung clia
Losartan xip xi 33%. Khodng 14% li¢u ufng chuyén hod thanh chit chuyén hod c6 hoat tinh.
Néng 5 dinh ciia Losartan dat d&n trong 1 gidf va va chit chuyén héa hoat dong 12 rong 3-4 gios.
Trong khi ndng d tdi da ciia Losartan va chi't chuyén héa hoat dong trong huy&t twong 13 xdp xi
biing nhau, AUC cla chit chuyén h6a gilp 4 1dn clia Losartan. Thite &n s& lim chim sy hip thy cia
Losartan va lim gidm Cmax cdia n6 nhimg chi ¢6 tic dyng nhé 1&n AUC ctia Losartan hofic trén
AUC ciachitchuyén héa (gidm xudng khodng 10%).

Sau ubng lidu duy nhat Losartan, khodng 4% lidu ding dugc bai iét khong thay déi trong mudc
tidu vi khodng 6% dufc bai i€t trong nude ti€u 1 chit chuyén héa hoat ddng. Mt gép phin bai
ti€t Losartan vi chit chuyén héa ciia né. Sau ubng 14C dénh ddu Losartan, khoing 35% s phéng
xa tim thiy trong nudic ti€u vi khodng 60% trong phiin. C4 Losartan va chiit chuyén héa hoatdgng
giin viio protein huyét utong chil y&u 12 albumin, véi ty 1& ttong dng 12 1,3% va 0,2%. Sy gin két
vao huy& trang 1 hiing s& trén pham vi ndng dd dat duge véi liéu dugc dé nghj.
Picbiétquin thé:

1) Lio hoc va Gidi tinh: Duge d9ng hoc Losartan dugc di dugce diéu tra & nhilng ngudi caotudi
(ngudsi cao tudi 65-75 wdi) va & cd hai gidi. Néng 46 Losartan trong huyét thanh va chit chuyén
héa hoat ddng twdng ty nhau d ngudi gid va tré bi cao huy&t dp. Néng d6 Losartan trong huyé&t
thanh & phdi ni¥ bj cao huyét 4p cao gp 2 1dn & phéi nam, nhung ndng 46 ciia chit chuyén héa hogt
dng tong ty & nam va nit. Khong cdn diéu chinh lidu lugng.

2) Suy thin: Sau udng, ndng 4o trong huyé&t wong va AUC clia Losartan va chdt chuyén héa hoat
dong clia né tang 50-90% & bénh nhiin bénh suy thin nhe (hé 8 thanh thii creatinin 50-74
ml/phiit) hodc bénh nhiin suy thin trung binh (hé s thanh thii creatinin 30-49 mV/phit). Losartan
va chuyén héa hoat déng khong thé loai bd bling cich loc méu. Khong cén didu chinh lidu lugng &
‘bénhnhin suy thin, trir khi da ding hét thé tich.

3) Suy gan: Saukmuﬂ'ngabmmnmgannhcddnmgbmh,n&ngdamhnye’tmxcﬁn
Losartan ting 5 14n vi chit chuyén héa hoat djng ting khoing 1,7 1in & nhifng ngudi tinh nguyén
vién thanh nién phdi nam. So véi cdc 461 Mdﬁ ﬂunhlhijﬁia].maﬂm trong huyé&t
m;abénhnhlusuypnﬂt(pmmvlﬂﬂw hoc duris caohdn khodng 2 1n.
Bénh nhén c6 tidn sif suy gan nén bitddu diéu trj bAng lidu Mp.

Amlodipin:

Dutge dong hoc va Chuyén héa:

Sau khi uéng Amlodipin, néng d¢ cao dinh datsau 6 dén 12 gid. Sinh khd dyng myét d6i da dugc
udc tinh vio khodng 64% v 90%. Sinh kh dung ciia Amlodipin khong bj thay d8i bdi thyc phdm.
Amlodipin bi€n d6i (khoing 90%) thanh chit chuy€n héa bt hoat théng qua sy chuyén héa & gan,
v@i 10% thudc chufa chuyén hod v 60% cée chit chuy€n héa bai ti€t theo nude ti€u. Sy thi trir
thudc theo 2 pha, thdsi gian bén thii cufi cling trung binh 1a khodng 30-50 gis. Him lugng thudc
trong huy€t tudng & trang théi &n dinh dat dugc sau 7-8 ngy diing thudic lién lyc.

Duffe dfng hoe clia amlodipin khong bi dnh hudng bdi suy thin. Do d6 bénh nhin suy thin c6 thé
bitddudiéu trj vdiliéu théng thuding.

Bénh nhin cao tufi v ngudsi suy gan gidm dé thanh thii amlodipin diin d€n ting AUC khodng 40-
609, vi phii bitddu diéutri biing liu thip. Ting AUC di dugc quan sétthi'y d bénh nhéin suy tim
ning trung binh d€n ning.

CHi PINH:
Khi tiing huy&t 4p va/hodic CAD, nén sir dung Losartan 50 mg v Amlodipin 5 mg gidng nhu sit
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dyng ddng thdi 2 loai thudc riéng 1&, sit dung nén phéi hefp thé hidn sy 18i wu vi c6 thé thay the
nhifng loairiéng 1é

Tang huyétdp

Bénh ddng mach vinh (Coronary Artery Disease - CAD)
Dau thit ngyc &n dinh min tinh

Dau thit ngyc (Prinzmetal’s hodc bién thé dau thitngyc)
Chyp X-quang mach mdudy ligu CAD

LIEU DUNG VA CACHDUNG:
. Thudc naychiding theo sy ké don ciia thdy thudc.
Mbingay 1 vién hodc theo chidinhcita thiy thudc. |

CHONG CHIBINH: i
Losartan khong diing cho bénh nhin min cdm d€n btk thanh phin ndo cla thudc.
Amlodipine khing u&dungchnb@nhnhlnnhgydmvﬂlmﬂoﬂlpum

CANHBAO VA THAN TRONG: i

LUUY: |

Losartan: |

Trang théi bénh va ti¥ vong cda bito thai/ tré so sinh: Thufc téc ddng tryc t&p 1én hé thong
renin angiotensin, c6 thé gdy bénh vi t vong & bdo thai vA tré s sinh khi sit dung cho phy nf
mang thai. Khi phat hién c6 thai, Losartan nén ngung sif dung cdng som ciing 1t.

Nén théng bdo cho sin phy bj phai nhifm v8i thuse khdng thy thé angiotensin I1 tron;
dflu thai ky. Tuy nhién khi bénh nhiin mang thai, ngudi thiy thu6ic nén ngung cho i dy
cang sdm ciing t6t.

Theo ddi tré em vdi tién sit bi phoi nhifm vai chit d6i khang thy thé angiotensin IT nhit huy&t 4p
thap, thi€u niéu, v ha kali huy&t. Néu tinh trang thidu nhi¢u xdy ra nén chi § tnge ti€p dén huy&t
4p va sy truyén dich cila thiin. Sy trao ddi dich truyén holic thm phan duge yéu cdu nhirla phuong
tién lam ddo ngue tinh trang huy&t 4p thlp va/hodc thay thé cho nhitng réi loan chife nding thin.
Bénh nhan huy&t dp thilp: & nhitng bénh nhin c6 thé tich thanh mach thip (sit dung thudk Igi
tiéu), triéu chimg ha huy€t4p xiy ra sau dgt diéu trj ddu tién. O nhitng tnvding hyp rén nén bt diu
trj li¢u bling liéu thip Losartan.

Amlodipine:

Hmt}nﬁnlﬂtwmcﬂummﬁﬂ.}m'mﬂp dicbift 1d & nhitng bénh nhincé
bénh vé cfu tric dhng mach vinh min tnh, lam ting tin suflt, kéo dii thai gian va/hodc mdc dd
nghiém trong ciia bénh dau thét ngyc hodc bénh nhdi méu cd tim khi bt diu st dung thudc chen
calci hode ngay thifi gian ting lidu sif dung thuGe. Co ché€ ciia tic ddng ndy chuia dude lim séng t5.

pE PHONG:

Losartan: |

Tdngqut: :

1. Qué miin: Phit mach

2. Suy W-Du‘lﬂénnhﬂ'ngdﬂ'béuwcﬂﬂnsMﬂchmmwwungtﬁqk‘

chifcndng gan.

3. Suy chifc niing thin: Hiu qud clia viecngin chin hé théngre Am
. thay ddi chifc ning thin & nhifg bénh nhin nhay cdm aénn-pblnglomun anhmbenh
nhfin c6 thay d8i chifc nang thiin phii ngung diéu tri. & nhifng bénh nhiin c6 chifc niing thin phy
thude vio hoat ddng ciia hé thing renin-angi > (vi du nhu b¢nh nhén suy tim
xung huy&t miin tinh), didu trj bling thuc dc ché enzyme bién Ai angiotensin s& kém theo
triéu chitng thi€u niéu vi/hofic ting ure huy &l va (hi€m) suy thin cip vi/hofic il vong. K&t qui
bfio cdo tuong ty voi Losartan.
Lam ting creatinin trong huy€t tidng v nitrogen ure trong méu khi diing losartan cho mot s6
mnﬂnhcpméthieMdengmth.Nhﬂnsﬁcdbngniys!hi!’nmﬁkhimsdhng

4. M&t cfin bling dién gial: M{Icl.nbinsdiengduthﬁﬂn‘lxiynabenhnlﬂuhwyﬂndéus
thdsi hofic khdng ddng thli c6 bénh tidu duding, va cin ditge gidi quyét. T¥ 16 ting kali huy&
caohdnd bénh nhin tifu duiing type 2 kém theo protein niéu khi dilu trf véi losartan.

5. Thong tin cho bénh nhin:

B sung kali: seuhnunmgse@nsmmmnﬁ
chifa kali ma khong c6 sy chi dinh cia thiy thuSc. |

3

suft qu§

2n bd sung kali hofic mudi thay thé c6

E angiotensin [1.
HO hip: Ho khan (xem & trén).
*  Téang kali mdu va ha natri méu 43 dugc bio cdo.

Sit dyng trong lio khoa: Khdng c6 sy khiic biét tdng thé hiéu qud vi d an todin gilfa bénh

nhin 1dn twdi va tré w8i, khong thé quy ra 6 nhay cim cla nhitng bénh nhin 16n tugi.
Amlodipine:
Tdng quét: Sit dung Amlodipine khdi phét giy ra syf giin mach tirlf va gy raha huyé€t dp cip sau
khi uGng thubc.Tuy nhién, phic4n thin trong v6i thudc gidn mach ngoai vi, nén theo d6i khi ubng
thufc amlodipine, dic bi¢t1a d bénh nhin hep ddng mach chi.
Sit dung & bénh nhin suy tim xung huyét: Thong thuifng, phdi sit dung thiin trong thufic chen calci
wén bénh nhin suy tim,
Ngung sit dung thuc e ché beta: amlodipine khong phii 1 thuge e ché beta do d6 khong bio vé
chng lai syt nguy hi€m khi ngng si dung thudc tc ché beta dot ngdt: bt oif sy ngung thubc nén
gidm lidu tir tif thude de ché beta.
Bénh nhén suy gan: Do Amlodipin chuyn hod & gan vi thdi gian bén thii (t1/2) trong huy&t thank
12 56 gidy & bénh nhiin suy chifc ning gan, thin trong khi sit dyng amlodipine d bénh nhin suy gan
min.
Sit dyng trong nhi khoa: Khing bi€t amlodipine c6 tdc dong 1én huy&t dp & nhifng bénh nhin
dutdi 6 wdi.
Sit dyng trong lio khoa: Thong thuding, phii thin trong khi lyta chon liéu sit dyng cho bénh nhin
trudng thitnh, thuting bt ddu lidu thip s& gidm sy dnh hudng d&n chifc niing gan, thin hodic tim v
nhifng bénh ddng thdi hodic nhitng li¢u phdp sif dung thudc khic. Nhing bénh nhén 16n wdi c6 o
thanh thii amlodipine gidm diin d&n sy ting AUC khodng 40-60%, va cin thi€t phai bit diu tir
lidu thip.

SUDUNG GPHUNUCOTHAIVA CHOCONBG:
Losartan:

Phy nif ¢6 thai: Bemnunaugmgumpuimmuounqummﬁwmma
quy thit hai vi quy ba clia thai ki s& tic dong 1&n hé thiing renin- an, vl ho cling ¢

nhifng hju qui khong xudt hién & tif cung khi han ché sit dung thudc

bénhnhin nity nénbdo véi thy thudc khi o6 thai cing s6m cAng 6t.

Phuy nif dang cho con bii:Khong bift losartan cé bi ti€t qua sifa me hay khong. Bdi vi khi ning
tée dyng c6 hai 1én tré dang bi me, nén cdn phdi quy€t dinh xem nén nging cho bd hodc ngimg
thufc, my thude vio tdm quan trong clia thuGc 46 vai ngudi me.

Amlodipine:

Phy ni mang thaiz Amlodipine chi nén st dyng cho phy 1 c6 thai khi I fch hon hin nguy ca e
djng l&n bio thai.

Phy nif dang cho con bi: Khong biét amlodipine o6 bai 1i€t qua sla me hay khong, nhimg nén
ngung thufc khi dang choconbi.

TACBONG TREN KHA NANG LAIXE VA VANHANHMAYMOC:
Khbng tic ddng 1én khi ndng 14i xe vd vin hinh mdy méc.

TACDUNG PHU:

Losartan:

hc&nsm;msmu&mmsﬂpabenhmlndﬂmwﬁm
Cdxudng: cociing cd, dau lung, dau chin

'H¢ thinkinh: ching mijt

H¢ hd hip: nghet miii vi nhi€m tring dudng ho hip trén: viém xoang

Nhing bt Igfi sau diy ciing dugc bio cdo & bénhnhin diéu tri biing losartan: suy nhugc/mét méi,
phwmhunhﬂcb‘t&tﬁumwmilﬂﬂwﬂﬂ.mm tiéu chiy, khi tidu, dau
cd, mitngd, ho, viém xoang.

Triéuching ho, tdi di tdi lai duge bio cdo khi sit dung Losartan

Phiin éing phu disgc néu nhu'sau:

Tiing cim: phi) mach, bao gdm sung thanh quin va thanh mdn, ghy tc nghén dubing thd va/hodc
sung mit, moi, hong, va/hoje 1uDi hi€m xdy ra khi bénh nhin dwge didu trj bing Losartan; mt s
nhifng bénh nhan ndy trude ddy c6 tidn sit phi mach vdi logi thusc ifc ché ACE khiic. Viém mach,
bao gdm xufit huy€t Henoch-Schonlein purpura, di dutgc bido cdo. Phin ing phin vé di dugc bio
cdo.

Tiéuhéa: Viém gan (hi€m gip).

Cd xifong: Hi€m gip triding hop Globin cd ni¢u & nhitng bénh nhén sif dung tc ché thy thé




https://vnras.com/drug/

Phong thi nghiém ki€m tra phét hién: thay d8i lim sdng quan trong trong cic thong 58 chudn cia
phong thi nghi¢m hi€m khi lién quan d&n duiing ding clia Losartan.

Creatinine, Nitrogen ure méu: Lim ting m{t it nitrogen uré midu (BUN) hay creatinine huy&t
thanh di duge quan sét trong it hon 0,1% bénh nhin cao huy€t dp cin thiét sit dung vdi Losartan
mdt minh.

vit hematoerit: Lim gidm it hemoglobin vi hematocrit (¢6 nghia 13 gidm khodng
0,11% grams va 0,09% thé tich, widng dng) dil xdy ra thudng xuyén & cic bénh nhiin duge diéu tri
bling Losartan mét minh, nhumg hi€m khi ¢6 tim quan trong lim sing. Khiing ¢6 bénhnhin nging
sirdung do bj thi€u méu.
Ciic xét nghi¢m chife niing gan: Ting cao cdc enzym gan vi/hodic bilirubin huyét thanh. §

Amlodipin:

Thong thudsng diéu trj voi Amlodipin duge dung nap tot & liéu i da 10 mg/ngay. Hiu hétede phin
iing bilt I trong qué trinh tri liéu Amlodipin & mic 49 nhe hodic niing vita phdi. Céc tic dung phy
thuding giip nhit I dau ddu va phit né. Hiéu ting khic bao gbm chéng mit, 46 bing mit, hdi hap,
méLméi, budn non, bubn ngd, vv.

Tim mach: loan nhip tim (bao gém nhip nhanh thit vi rung nhi), nhip tim chi p, dau ngye, ha huyét
4p, thi€u mdu cuc b ngoai vi, ngdt xiu, nhip tim nhanh, chéng mat khi thay 48i tthe, ha huyétdp
thé dimg, vié m mach.

HE thin kinh trung wong va ngogi bié n: gid m cim gide, dau thin kinh ngoai vi, run, chéng mit.
Tiéu héa: bi€ng &n, tdo bén, khd tiéu, mic chitng khé nudl, tiéuchdy, diy hdi, viém tuy, non, ting
sdnnuduring.

Téngquit: phin itng dj ing. suy nhuge, dau lung, khé chiu, dauddn, run, ting cin, gidmcin.

HE thang oo xuidng;: dau khdp, thodi hda, chudt it cd bl p, dau cd.

Tém thin: rdi loan chifc niing tinh duc (nam vi nif), mit ngd, ciing thing, trim cim, nhitng gidc
md bt thudg, loldng, mft nhin cdch,

H¢ thdng hd hp: khé thd, chiy mdu cam.

Da v phéin phy: phi mach, ban d6 nhiéu dang, ngia, phét ban, phatban dd, ndi min sin,

Nhitng ca xdy ra ithan 1% trong cic thit nghiém kiém sodit gid duge, nhumg tf 1€ cdc tic dyng phy
1 i 1% vil 2% trong tt cd cdc nghién ciu vé lidu Iugng.

BPiic bift cde gidic quan: bilt thudng thi gific, viém két mac, gidc, daumit, O tai,

Hé th¥ng tift nidu: ditiéu gdtnhiéu ldn, chimg tifu dém.

H¢ thiin kinh ty ddng: kho miéng. ra md hoi nhidu.

Trao dfi chit va dinh du@ng: ting duting huy&t, khat.

Huy&t hoc: gidm bachcdu, ndiban, gidm tifucdu,

Nhitng tredng hop xdy ra it hon 0,15 bénh nhiin: suy tim, mach biit thudng, ngoai tim thu, su ddi
miu da, nfimé day, kho da, rung (e, viém da, y&€u cd, co gidt, mitdifu hod, ting trudng Iue cd,
dau nifa ddu, cim lanh va da lanh, th ¢, kich dong, mét tri nhd, viém da day, ting sy theém in,
phin 16ng, ho, viém mai, kho tiéu, da niéu, réi loan khitu gide, bit thudng thi gide, va kho mit,
Amhﬁpmﬂ&ﬁcﬂﬁwm&dchnnm&n @ céc bénh nhin ¢ bénh phdi the nghén man tinh,
suy tim xung huy(t.b!nlldﬁng mucll viinh, bénh mach méu ngoai vi, dai théo dudng, va tifu s
lipid bt thuding.

Théng bdo cho thiy thuse nhiing tdc dung khéng mong mudn gdp phai khi sit dung thuic.

TUGNG TAC THUGC:

Losartan:

Losartan khong dnh hudng dén duge ddng hoc vii dude lwc hoc clia warfarin don lidu. Losartan
khdng dnh hudng d€n duge dong hoc ciia digoxin duding udng hojic dudng tiém truyén.Khong c6
s tiong tde duge dong hoc gilta | A hydrochlorothiazide. S dyng chung losartan vi
cimetidine lam ting AUC ctia losartan [én 18% nhung khong tic ddng d&n duge ddng hoc cila chilt
chuyén hod hoat ddng ciia losartan. S dyng chung losartan va phenobarbital lam gidm AUC cia
losartan xu@ing 20% vi chit chuyén hod hogt diing cifa losartan. C6 sif wong tic 16n vdi rifampicin
(gidm khodng 40% AUC ciia chit chuyén hod vi khodng 30% AUC ciia losantan) Fluconazole 13
chft tfc ch& cytochrome P450 2C9, Fam gidm AUC ciia chdt chuyén hod 40%, nhung lam ting
AUC ciia losartan khodng 70% sau nhiéu liéu. Khi diing chung Erythromycin vi nhitng chit i
ché P450 3A4 v0i losartan duding udng khong tic dong dén AUC ciia chilt chuyn hod nhung lai
lam ting AUC ciia losartan 30%.

Amlodipine:

Amlodipne khing lam dnh hudng d€n sy gdn két protein vdi digoxin, phenytoin, warfarin vi
indomethacin trong huy&t thanh ngudi.

1. Anhhuding ciia nhiing tdc nhin khéc 1én amlodipine.

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

NUGC BUSI: Khong tic ddng dén duge ddng hoe clia amlodipine.

Chil khing acid: Sif dyng chung chit chéng acid, Maalox vdi Amlodipine don lidu khong dnh
huting dén duge ddng hoc clia amlodipine.

SILDENAFIL: Sildenafil 100mg don liéu khong c6 dnh hudng d€n nhitg tham s6 dugc ddng hoc
cia amlodipine.

2. Anh hudng ctia amlodipine 1én nhitmg tdc nhin khc:

ATORVASTATIN: Ding chung 10mg amlodipine v8i 80mg atorvastatin khong lam thay ddi 80
&n dinh nhitng tham s6 dude 4dng hoc clia atovastatin. )

Digoxin: Diing chung amlodipine vdi digoxin khong lam thay d8i ndng 46 digoxin trong huyét
thanh hodc 4 thanh thii ciadigoxin & nhifng tinh nguyén vién,

ETHANOL (rgu): Bon liéuhogc da lidu 10mg amlodipine khdng Jam dnh huting d&n duge dong
hoc ciia ethanol.

WARFARIN: Diing chung amlodipne vdi warfarin khong lim thay d8i thisi gian d4p ing warfarin
prothrombin,

DUNG QUA LI U:

Losartan:

Nhifng biéu hién ciia qud liéu rdt c6 thé 12 hg huy&t4p va nhip tim nhanh; nhip tim chim ¢6 thé do
sifkich thich hé thin kinh pho giao cdm. Néu ¢6 triéu chitng ha huy&1dp xiy ra,cin tién hinh bign
phap diutri hd rg.

Losartan va chuy&n héa hoatddng khong thé loai bd bling cich loc mau.

Amlodipin:

Qui lidu sé ﬂyylnmchngo.ihi.en qué mirc diin d€n ha huy€t dp va c6 thé gy philn xa nhip
tim nhanh. O ngusi, o8 § sif dung qua liéu ciia Amlodipin rit han ché. Néu ding qud 1idu nhidu,
phiii hd tr hoat ddng cilia tim va clia he ho hip. Thubing xuyén do huy&t ip 13 diéu cin thi€e. Ha
huy€t 4p c6 nén xdy ra, bénh nhin cin dugc hé trg tim mach bao gdm bit ddu tang lidu i tir va
truyén djch. N&u ha huy@t dp vin khong ddp dng voi nhifng bién phip bio vé, sit dyng tdc nhin
wing huy€t dp (nhy phenylephrine) cin quan tim d&n huu lugng tuiin hodn vi lvgng nude tiéu bai
tiét. Tiém tinh mach canxi gluconat cd th ¢6 lgi trong viéc phuc hdi tic dong phong b& kénh
canxi. Vi Amlodipin lién k€t manh vdi protein, nén thim phin khong c6 kétqud.

BAOQUAN:
Biio quin dudi 25°C dndi kho, tréinh dnh sdng.
Bé xatimtay tré em.

HANDUNG: 24 thing ké tirnghy sdn xut.
QUY CACHDONG GOI: Hop c6 100 vién nénbao phim (10 vi x 10 viénnén).
TIEU CHUAN CHA'T LUGNG: Nha sin xufit.

Puige sdn xudt bdi ;

TROIKAA PHARMACEUTICALS LIMITED

Thol - 382 728, Gujarat, India
Tel: 491 2764 274304 Fax: 491 2764 274684




