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Rx LOSACAR 100
(Losartan Potassium Tablets USP 100mg)

Céc diu higu luu y va khuyén cio:

Doc ki eéng dan sie dung trude khi ding.

Dé xa tam tay tré en.

Théng bdo ngay cho bdc sy hodie duge sy nhing tdac dung khong mong muon gap phai khi sir
dung thusc.

Thuée nay chi ding theo don thuéc

1. THANH PHAN CONG THUC THUOC

MOdi vién nén bao phim chira:

Thanh phin hoat chiit: Losartan kali 100 mg

Thanh phin ti dwge: Lactose monohydrat, corn starch, microcrystalline cellulose, low
) subtituted hydroxy propyl cellulose, Colloidal silicon anhydrous, natri starch glycolat, magnesi

stearat, Opadry white 03F58991 (HPMC 2910/hypromellose, titan dioxyd, macrogol/PEG, talc)

2. DANG BAO CHE:
Dang bao ché; Vién nén bao phim. ‘
Mb (i diic diém thude: Vién nén bao phim mau tir triing dén triing nga, hinh vién nang, duge

dong déu logo “Z 18" & mdt mdt va tron & mét con lai.

3. CHI DINH

Tang huyét ap

LOSACAR duge chi dinh dé diéu tri ting huyét ap.

Gidm nguy co mdc va tir vong do bénh tim mach ¢ bénh nhdn nguot lom b tang huyét ap ¢o phi
dai that trai

LOSACAR c¢6 chi dinh lam giam nguy co méc va tir vong do bénh tim mach duge xéc dinh qua
ty I¢ eac bién ¢d phdi hop vé tir vong do tim mach, dét quy, nhoi méu co tim trén nguoi bénh
ting huyét ap ¢6 phi dai thiit tri (xem "Chiing toc").

Bdo vé thén & bénh nhin agueoi lén co tang hu_vé} dp va ddi thdao dudng tVp 2, co protein ni¢u
>(),5 glngay

LOSACAR ¢6 chi dinh lam chim lai qua trinh dién tién bénh thin, duge xdic dinh qua giam ty 1&
cic bién co phdi hop vé tang gap doi ndng do creatinin miu, giai dogn cudi ciia bénh than (cin
thim phén mau hodc ghép thin), hodc ar vong; vi lam giam protein nigu,

Sty tim

Diéu tri suy tim man cho bénh nhan nguoi lon co chéng chi dinh hoiic khong phit hop vai thude
te ché men chuyén, dac biét la bj ho. Nhimg bénh nhdn suy tim dang diéu trj On dinh véi thude
irc ché men chuyén khong nén chuyén sang ding losartan. Céc benh nhin suy tim nay c6 phin
sudt lfmg méu <40% va on dinh v& mit lam sang, dang theo mgt phic dd diéu tri suy tim man.

4. LIEU Dimg — CACH DUNG

C6 thé udng LOSACAR liic doi hofic ltic no. )

C6 thé udng LOSACAR cung véi cic thude tri ting huyét ap khéc.
Tiing huyét 4p
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Lidu khéi ddu va duy tri déi vai phin 16n ngudi bénh 1a 50 mg, uong mdi ngiy mét lin. Tae
dung toi da dicu tr] ting huyét ap dat duge 3-6 tuan sau khi bat diu ding thudc. Tang liéu lén t6i

100 mg, ngdy mdt lin 6 {hé ¢6 ich cho mdt s6 ngudi bénh.

. 3

Vi ngudi bénh gidm the tich tudn hoan (vi du: ngudi dicu tri thuoe lgi tiéu liéu cao), nén xem
¢ . =1 e gk ' . ~ A -
xét dung lidu khoi daw 1a 25 mg, ngay mot lan (xem Thén trong).

a

Khéng cin phii diéu chinh liéu khéi ditu cho ngudi bénh cao tudi hodic ngudi bénh suy thin ké

cd ngudi dang phai tham phan mau. Cin xem xét dimg liéu thip hon cho ngudi bgnh ¢6 tién sir

suy gan (xem Than trong).
Giam neuy co' mic vi tir vong do bénh tim mach cho bénh nhiin ngwdi lom bi ting huyét ap
¢6 phi dai thit trai

Thong thuong, licu khai diu 1a 50 mg LOSACAR, udng moi ngay mot lin. C6 (hé thém
hydrochlorothiazide liéu thip va/hodc ting lidu LOSACAR 1én 100 mg, ngdy mdt lin tiy thuge
vao dip (g trén huyét ap.

Biio vé thiin @ bénh nhin ngudi lén ¢ ting huxf-t Ap va dii thio dwdmg (¥p 2, c6 protein
nitu 20,5 g/ngay

Thong thuang, lieu khoi din la 50 mg LOSACAR, udng moi ngdy mot lin. Co thé tang liu
LOSACAR lén 100 mg, ngay mot lin thy thue vao dap tmg trén huyét ap. Co thé dung
LOSACAR ciing cic thude trj tang huyCt dp khae (vi dy nhu: thude loi tién, cic thude chen kénh
canxi, cic thude chen alpha hoge beta, va cie thude tac dong trén trung wong) cling nhu cting
insulin va cac thude ha dudng huyét thong thudng khie (vi dy nhur sulfonylurea, glitazone vi cdc
chit ire ché glucosidase).

Suy tim man

Licu LOSACAR khoi diu théng thuong cho bénh nhin suy tim 14 12,5 mg mot lin moi ngay.
Lidu nay nén duge diéu chinh tir tir qua mdi tuan (vi du 12,5 mg mdi ngdy, 25 mg mdi ngay, 50
mg méi ngay, 100 mg mdi ngay, dén liéu t6i da la 150 mg mot lAn udng mdi ngay tiy theo sur
dung nap ctia bénh nhén.

Cich diung: )

Losartan nén duge nudt ¢ vién voi | ly nude. T hude ¢6 thé ding chung véi thire an hodc khong.

5. CHONG CHI PINH

Quéa man véi hoat chét hoiic bit ky céac thanh pha'“m nio ciia thude.

Phy nit mang thai 3 thing giiva va 3 thing cudi cua thai ky.

Suy gan ning.

Str dung dong thoi losartan vt thude aliskiren déi véi bénh nhin dai thiao dwdng va suy (hin

(GFR < 60 mU/phut/1,73m?).

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

Qua mén:

Phit mach: Nén theo ddi chiit ché & nhimg bénh nhan ¢o tién str phtt mach (sung mit, mdi, hong,
vi/hodc ludi).

Hyg huyét dp va véi logn dign gidi/dich

Ha huyét ap dic biét 1a sau khi sir dung lidu diu hoic khi ting lidu c6 thé gip phéi 6 bénh nhan
giam thé tich dich va/hoiic natri do ding thude loi tiéu, ché d6 #@n kiéng mudi, tiéu chay hofic
non. Céc tinh trang nay nén duge dicu chinh trude khi ding losartan hodc nén giam lidu trude
khi biit ddu ding thude. Ap dung cho cd bénh nhén tir 6 dén 18 tudi.

Mit cin bing dign gidi

PSS -
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Mit cin biing dién giai thudng xdy ra & nhitng bénh nhén suy thin, kém hay khong kém dai thiao
dudng, v nén duge chi ¥.Trong mot nghién et lam sang duge thuc hién trén bénh nhén dai
théo dudmg typ 2 bi bénh than, ty 1¢ ting kali méu & nhom dugc didu tri biing losartan cao hon so
véi nhom dung gid dwoe. Do dé, can theo di chit ché ndng do kali huyét trong ciing nhur gid tri
d6 thanh thai creatinin, diic biét nhimg bénh nhin suy tim va co do thanh thai creatinin trong
khoang 30 dén 50 ml/phut.

Khéng khuyén céo sir dung dong thoi losartan véi thudc loi tiéu tiét kiém Kali, chét bo sung kali
va gbe mudi cé chira kali.

Suy gan

Dura vio dit li¢u duge dong hoe chimg minh ndng do huyét trong cia losartan ting ding ké &
nhimg bénh nhiin xo gan, nén xem x¢ét ding liéu th%p hon & nhitng bénh nhan ¢ tién sir suy gan.

Khéng ¢é kinh nghiém tri li¢u dung losartan cho nhimg bénh nhin bi suy gan ning. Do do,
khong duge sir dung losartan cho nhiing bénh nhin suy gan ning.

Khéng khuyén céo sir dung losartan cho tré em suy gan.

Suy thin

fl I

Vi 14 két qua tre ché hé renin-angiotensin-aldosteron, nhimng thay dbi vé chirc niing thin bao gdm
suy than da duge ghi nhin (dic bigt & nhimg bénh nhén chirc ndng than phy thude vio h¢ renin-
angiutensin-aldusterpn nhur suy lim niing hodc di mdc phai ri loan chirc niing thin).

Gibng nhu cic thude anh hudng 1én h¢ renin-angiotensin-aldosteron khac, tang urea mdu va
creatinin huyél thanh ciing duge ghi nhdn & bénh nhin hep dong mach thin hai bén hodc hep
dong mach than don ddc, nhimg thay ddi chire niing thin ¢6 thé hoi phue khi ngung wj liu.

Cén hét sire cin than khi st dung losartan cho bgnh nhan hep déng mach thin hat bén hay he¢p
ddng mach thin don doc.

Str dyng ¢ nhirng 1ré em suy than: Khong khuyén cdo sir dung losartan cho tré em véi ti 1§ loc
ciu thin < 30 mi/phit/1,73 m” vi khong 6 dir li¢u thich hop.

Nén giam sat thuong xuyén chirc nang than khi diéu tri voi losartan vi no cc’:rfihé gdy hai. Biél}
nay can duge chi y diic biét khi tré em c6 tinh trang bénh di kém khac (s6t, mit nwde) ma co the
gdy suy thin.

Str dung dong théi losartan vdi chit (rc ¢ché ACE di chimg minh la giy suy than. Do d6, khéng
khuyén cdo sir dung dong thoi.

Ghép thin

Khéng c6 kinh nghiém & nhitng bgnh nhéin mai ghép thén.

Cuwong aldosteron nguyén phiit

Nhimng bénh nhén bi cudng aldosteron thudémg khéng dap (mg v6i nhitng thude tri ting huyét 4p
hoat dong thong qua sy (re ché hé renin-angiotensin. Do d, sir dung losartan khong duge khuyén
cdo.

Bénh mach vanh tim va b¢nh mgch mdau nio

Ciing nhur nhimg céc thude tri ting huyét dp khac, huyét 4p gidm qué mitc & nhimg bénh nhin
thiéu méau tim mach va thiéu méau ndo ¢6 thé din dén nhdi mau co tim hay dot quy.

Suy tim

O nhirng bénh nhén suy tim, kém hogic khong kém suy thin, cting nhu nhimg thude tac dong trén
h¢ renin-angiotensin khac, ¢6 nguy co ha huyét 4p dng mach trim trong, va suy thin (thong
thudng la cap tinh).

Khong co kinh nghiém trj ligu ddy du véi losartan & nhimg bénh nhén suy tim va kém suy thin
trim trong, & nhirng bénh nhin suy tim trdm trong (theo phéin loai NYHA loai IV) cling nhur &
nhimg bénh nhén suy tim vi roi logn nhip tim de doa tinh mang ¢é tinh chit triéu chimg. Do dé,
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nén sir dung losartan thin trong nhimg nhém bénh nhén ndy. Phéi hop losartan véi mét chit chen
beta nén duge sir dung thin trong.

Hep van djng mach chii va van 2 ld, phi dgi co'tim tiic nghén

Giong nhitg thuoe gidn mach khac, than trong diic bi¢t @ nhimg bénh nhin bi hep van dong
mach chi hay van 2 14, hay bénh phi dai co tim tac nghén.

Ti dupe )

San phim thude ndy ¢6 chira lactose. Bénh nhén ¢6 céc vin dé di truyén hiém giip vé khong dung
nap galactose, thicu men Lapp lactase hodc kém hip thu glucose-galactose khong nén ding

thuoe nay.

Thai ky

Khong nén dicu tri bing losartan khi ¢6 thai. Trir khi tiép tuc tri licu biing losartan durge xem la
cin thiét, nhitng bénh nhan du dinh ¢6 thai nén chuyén qua diéu tri biing thude trj ting huyét ap
thay thé ma dir li¢u v¢ tinh an toan da dtrt;vc'thiét 1gp cho thai ky. Khi chin dodn 1a c6 thai, nén
dimg didu trj v6i losartan ngay ldp tire, va, néu co thé, nén bt dau tri lidu thay thé.

Nhiing cinh bio va thin trong khic

Nhur quan sét trén thude (re ché men chuyén angiotensin, losartan va chét d6i khang angiotensin
khac it hi¢u qua lim giam huyét ap & ngudi da den hon nhimg ng,ufri khac, ¢6 thé 1a do tinh trang
renin thip thuong xdy ra cao hon & nhém ngudi da den tang huyet ap.

Phong toa kép h¢ thing renr'rr-m{giorensr’u—r{ldﬂsrem{l (RAAS) )

C6 bing ching cho viée ding dong thoi chat (e ché ACE, (re ché thy thé angiotensin IT hodic
aliskiren lam ting nguy co ha huyét ap, ting kali mdu va lam gidm chite niing thin (bao génm suy
thén cap). Khéng klmy@n cdo str (lgtlxg dong thoi chit @rc ché ACE, ic ché thy thé angiotensin II
hoiic aliskiren dé (re ché kép h¢ thong renin-angiotensin-aldosteron.

Néu it cin thiét phai (e ché kép hé théng nay, chi nén thuc hién dudi sy gidm sit cia chuyén
gia y t¢ va theo ddi thudng xuyén chirc ning than, dién gidi va huyet ap.

3

Khong nén sir dung dong thoi thude tre ché ACE va ire ché angiotensin I cho bgnh nhin bénh
than dai thao dudng.

7. $U' DUNG THUOC CHO PHY NU' CO THAI VA CHO CON BU

Phu ni¥ ¢6 thai

Khong khuyén céo sir dung losartan trong 3 thing diu thai ky. Chéng chi dinh sir dung losartan
trong 3 théng giira va 3 thing cudi thai ky.

Chitng cir dich t& hoe lién quan dén nguy co gy quéi thai sau khi phoi nhiém thude (e ché ACE
trong 3 thing déu thai ky chua duge két tudn; tuy nhién mot sy ting nguy co nho khong thé bi
logi trir. Trong khi khong c6 dir ligu dich (& hoc duge kiém ching trén nguy co cla thudc tre ché
thy thé angiotensin II (AIIRAs), nhimg nguy co twong ty ¢6 thé ton tai & nhém thude nay. Trir
khi tiép tuc trj liéu bing AIIRA duge xem la céin thiét, nhimg bénh nhan dy dinh ¢o thai nén thay
ddi sang didu tr bing thude tri ting huyét ap thay thé ma da co di liéu an toan duge thiét 1ip khi
sir dyng trong thai ky. Khi chin doan ¢6 thai, diu tri bing losartan nén dimg ngay lip tire va,
néu c6 thé, nén bat dau trj liéu thay thé.

Sir dung AIIA trong 3 théng gilta va 3 thang cudi thai ky duge biét 1a gay doc tinh trén thai nhi &
nguoi (gidm chirc nang thén, thiéu niéu, chiam phat trién xuwong so) va dje tinh trén tré so sinh
(suy thén, tut huyét 4p, ting kali huyét). Khuyén cio siéu dm kiém tra chitc niing thin va xwong
so néu st dung losartan tir 3 thang gitra va 3 thing cuoi thai ky.

Tré c6 me ding losartan nén dwoc gidm sat chiit ché ve chimg ha huyét ap.

Cho con bu
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Chura ¢6 dir licu vé viée ding losartan trong thdi ky cho con b, khéng khuyén cdo st dung va
cin thay thé bing cde ligu phép 6 dir li¢u an toan trong thoi ky cho con bi da duge thiét 1ap, diic
biét 1a khi cho tré so sinh hode tré sinh non bu.

8. ANH HUGNG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Khéng c6 nghién cira nao trén dnh hwdng dén kha niing lai xe va sir dung may moc duge thiét
lap. Tuy nhién, khi lai xe hay vin hinh may, hiy nhé ring chong mit hay budn ngu ¢6 thé thinh
thoang xdy ra khi ding thude didu tri ting huyét ap, diic biét 1 khi khéi ddu didu tri hay khi ting
licu.

9, TUONG TAC, TUONG KY CUA THUOC
Twong tac thubc
Cic thude tri ting huyét 4p khie co thé lam ting tic dung ha huyél ap cna losartan. Dimg dong
thési vai cae chét khac ma co thé gdy ha huyét dp nhu mot phén (g bat loi (nhu thude chéng
trim cam ba vong, thude chdng loan thin, baclofen va amifostin) ¢6 thé lam ting nguy co ha
) huyét ap.
Losartan chit yéu duge chuyén héa boi eytochrom P450 (CYP) 2C9 thanh chét chuyén héa acid
carboxy co hoat tinh. Trong mgt thir nghiém lam sing, da thdy fluconazol (thude tre ché
CYP2C9) lam gidm ndng d6 chit chuyén hoa eé hoat tinh khodng 50%. Piéu dii duge tim thiy 1a
diéu tri dong thoi losartan v6i rifampicin (thude giy cam (mg cic enzym chuyén hoa) dem lai sy
gidim 40% ndng d6 chit chuyén hda o hoat tinh trong huyét twong. Chua rd y nghia ldm sing
cla tic dung nay. Khong tim lh{iy sir khae bigt vé nong dé véi vige didu tri dong thoi véi
fluvastatin (thude re ché yéu CYP2C9).
Ciing nhur v6i cae thude khae chen angiotensin I hojic céc tac dyng cua no, vi¢e dimg dong thoi
véi cde thude khae gitr kali (vi dy thude loi tiéu gifr kali: amilorid, triamteren, spironolacton)
hodc ¢é thé lim ting néng do kali (vi dy heparin), chét bé sung kali hoiic chit thay thé mudi 6
chira kali ¢6 thé dén dén tang kali huyét thanh. Khéng nén ding thude dong thoi.
Ciing nhur cdc thube déi khang thy thé angiotensin II khie hogic thude tre ché tic dung cia nd
(angiotensin II), vige sir dung dong thoi cdc san phim thude khéc co tac dung giir kali (vi dy:
thude loi tiéu gitr kali: amiloride, triamterene, spironolactone) hofic c6 thé lam tang néng do kali
(vi du: heparin), chit bd sung kali hofic chit thay thé mubi ¢6 chira kali ¢6 thé dan dén ting kali
huyét thanh. Khéng nén dung thudc dong thoi.
Ting ¢6 hdi phuce vé nong dé lithium huyét thanh va déc tinh di durge bio cao trong khi ding
) dong thoi lithivm véi thude (re ché enzym chuyén. Cic trudng hop rat hiém gip ciing da dwge
bio cio vai thude déi khing thy thé angiotensin I1. Vige ding ddng thoi lithium va losartan can
duge thue hién thin trong. Néu sy két hop ndy chimng to la can thiét, khuyén cao theo doi néng
do lithium huyél thanh khi ding dong thoi.
Khi ding dong thoi thude ddi khang angiotensin 1T véi thude chéng viém khong steroid (NSAID)
(tire 13 thude ire ché chon loe COX-2, acid acetylsalicylic & liéu chong viém va thude chéng viém
khéng steroid khéng chon loc), sy giam tic dung ha huyét dp c6 thé xay ra. Ding dong thoi
thude ddi khing angiotensin II hojic thude loi ticu va thude chéng viém khéng steroid cé thé din
dén ting nguy co xiu di chire ning thin, bao g6m cé suy thin cip co the gip va tang kali huyét
thanh, déic biét 1a & nhitng bénh nhin ¢ chirc ning thin kém tir truge. C én thin trong khi ding
sir két hop nay, dée bigt 1d & nguoi cao tudi. Nén bu nude day di cho bgnh nhan va nén xem xét
theo ddi chirc ndng thin sau khi bit dau diéu trj dong thoi va dinh ky sau do.
Dir li¢u thur nghiém lam sing da cho thiy (e ché kép h¢ renin-angiotensin-aldosteron (RAAS)
qua vige dung két hop thude (re ché men chuyén, thude chen thy thé angiotensin Il hoge aliskiren
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¢ lién quan véi tan suil cao hon vé cde phan img bit lgi nhwr ha huyét dp, ting kali mdu va gidm
chirc nang thin (bao gom ci suy thin ¢iip) so voi dimg mdt thube téc dung lén renin-angiotensin-
aldosteron don doe.

Nugce ép budi chim e6 chira cic thinh phén trc ché enzym CYP450 va co thé lam gidm nong do
chiit chuyén hoa cé hoat tinh clia losartan, diéu nay ¢6 thé 1am giam tac dung diéu trj. Nén tranh
udng nurée ép budi chim khi udng vién nén losartan.

Tuwong ky, thube
- - . .- . A at - A A " A . £ _r
Do khéng c6 cde nghién etru vé tinh twong ky cua thude, khéng trén 1an thude nay véi cdc thude

khae

10. TAC DUNG KHONG MONG MUON CUA THUOC
Losartan di duge dénh gid trong cic nghién ctru 1am sdng nhur sau: ..
« Trong céic thiv nghiém lim sing c6 doi chimg trén hon 3.000 bénh nhan ngudi 1o tir 18 tuoi trg
Ién dbi voi chimg ting huyét dp co ban

* Trong mdt thir nghiém lam sdng c6 ddi chimg trén 177 bénh nhi ting huyét ap tir 6 dén 16 tudi
« Trong m¢t thir nghi¢m 1am séng c6 d6i chimg trén >9.000 bénh nhin ting huyét 4p tir 55 dén
80 tudi bj phi dai thét trai.

« Trong mét thit nghiém ldm sing c6 déi chimg trén hon 7.700 bénh nhin ngudi lon bi suy tim
min tinh.

» Trong mot thir nghi¢ém lam sang c6 déi chimg trén hon 1.500 bénh nhin déi théo dudng type 2
tir 31 tudi trér 1én ¢ protein nicu.

Trong cée thir nghiém lam sang nay, phin (mg khong mong mudn thudng giip nhét 1a chéng mit.
Tén sudt cdc tic dung khong mong muén dugc li¢t ké nhu bén dudi voi cdc quy wde nhu sau: rit
thung gip (> 1/10); thuong gap (= 1/100, den < 1/10); it gdp (= 171,000, dén < 1/100); hiém gip
(= 1/10,000 dén < 1/1,000); rit hiém gip (< 1/10,000), chura rd tin sufit (khong thé thiét 1ap tr div
ligu hién co)

Bing: t.ﬁn suiit tic dung khong mong muon ciia losartan

Tac dung TAn sufit tic dung khong mong mudn theo chi dinh Khac
Ting huyét|Tiing huyét #ap|Suy tim mgn [Tiing huyét{Bdo efo luu
ap ¢6 phi dai thit dp  c6 tiéu[hanh
trai dudng type 2

va bénh thin

Réi loan hé huyét hoe va bach huyét

Thi¢u mau Thudng gip Chua o tan
sudt
. . A A
Giam tiéu cn Chua 13 tin
suit
Ao " ¥ =
R&i loan hé mién dich
Phdn {mg qua man, Hiém gip

phan {mg phian v¢,
phit mach *, va
viém mach **

" A A
R$i loan tim than
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Trim cam

Chwa 1o tan
¥ 4
suat

Réi loan hé thin kinh

(Chong mit

Thuong gap

Thuong gip

Thudng gip

Thudng gap

Budn ngi

it gap

Pau déiu

it pip

ft gip

Roi loan giac ngu

it gap

Dj cam

Hiém gip

' A
Pau nira dau

Chua 1o tan
suél

Loan vi gidc

Chua o thn
sudt

Réi loan_tai va tai trong

Mt thiing bing

Thudng gip

Thuong gip

U tai

Chwra r0 tin
suat

Réi loan tim

Tim dip nhanh

it g7ip

Pau thit ngye

it gap

Ngit

Hiém giip

Eung tam nhi

Hiém gip

PR 5
Tat bién mach mau
nio

Hiém gip

Rbi loan mach

(tr thé) ha huyét dp
(anh  hudng thé
ding lién quan dén
lidu)

it gap

Thuong gdp

Thudng gép

RO loan hé hd héip, long ngwe va trung thit

Kho tho

it gip

Ho

It gap

Chua 1o tin
sudt

Rdi loan hé tiéu héa

Pau bung

Khong  pho
bicn

TAo bon

it giip

Tiéu chiy

it giip

~ X
Chwa 16 tan
sudt

Budn nén

it giip

R - - e IS

gl
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Non - it gap
Bﬁi loan gan —mit .
Viém tyy Chua 15 tan
xudt
Viém gan Hiém gip
Chirc niing gan bilt [Chua 16 tin
thuong . su_ﬁt
Réi loan da va md dudi da
May day it gip ‘Ch}ra 15 tin
_ sudt
Ngira it gap Chua 13 tan
3 suit
] Phat ban it gap ft gap Chwa 10 tin
. suit

Chua 10 tin

Nhay cam anh sang
suit

Robi loan co xuong va mb lién két

Chuwa 13 tan

Pau co
£
suat
Pau khép Chwa 15 tan
sudt
Tiéu co vin Chua o tin
sudt

R&i loan thin va tift niéu

Giam chirc ning Thudng gap
thin
Suy thin Thudng gap

Lo n o
IR0i loan hé sinh duc
Roi loan chirc ning

Chira 13 tAn

cwong  duong/li¢l sudt

duong

|Réi loan toan thin va tai chd

Suy nhuge It gdip Thuong gip It gép Thudong gip

IMét moi it gip Thuong gip it gip Thidng gip

Ph it giip

Khoé chiu Chua 13 tén
suit

Thiim khim

Tang kali huyét Thuemg gap it gip’ Thudmg gip

Tang alanin|Hiém giip
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aminotransferase

(ALD) *

Ting urca mdu, Thuang gip
creatinin huyét

thanh, va kali huyét

thanh

Chua rd tin

Giam naltri mau
sudt

Giam glucose mau Thuong gip
#*Bao gdm sung thanh quan, thanh mén, mét, mai, ¢ hong va/hofic hudi (gay tic nghén dudng
tha); trong mét s6 ede bénh nhin pht mach di duge bao cio trong qué khir lién quan dén viée sir
dung cic logi thude khac, bao gﬁm ¢ cdc chit tre ché ACE

**Bao gom ban xudt huyét Henoch-Schénlein

‘ || Pic biét Ia & nhirng bénh nhan suy giam ndi mach, vi du bénh nhén suy tim niing hodc dang
) diu tri biing thudc lgi tiéu liéu cao

+Thuong gip & bénh nhén ding liéu 150 mg losartan thay vi lidu 50 mg

§Thudng hoi phyc sau khi ngung thude

So véi sir dung gia duge, cic téc dung khong mong mudn sau dién ra thudng xuyén hon khi
ding losartan: dau lung, nhiém khudn dudng niéu, tri¢u chimg gibng ctim,

Rai loan thin va tiét niéu:

Do hiu qué ciia viée ire ché h¢ théng renin-angiotensin-aldosteron, nhimg thay dbi trong chire
néing thin bao gdm suy thin dii duge bio cao & nhimg bénh nhin ¢6 nguy co; nhimg thay déi
trong chirc niing than ¢6 thé hoi phuc sau khi ngimg d idu tri .

Tré em

Dit lidu trén bénh nhén tré em duéng nhu trong tw nhu & ngudi trudng thanh. Dir liéu vé nhom
bénh nhan tré em con han ché.

Réi loan thin va tiét ni¢u

Vi két qua ciia viée trc ché hé thdng renin-angiotensin-aldosteron, nguy co thay déi chire ning
thiin bao gom suy thin da duge ghi nhin, nhitng thay déi chire niing than nay c6 thé hoi phyc khi
ngung dicu tri.

Tré em

Cic tac dung khéng mong mubn trén tré em twong ty nha & ngudi 1on, tuy nhién dit li¢u cho ré

. £
em con han ché.

11. QUA LIEU VA CACH XU TRI

Triéu chitng ’ )

Chi ¢6 dit liéu gidi han lién quan dén qua licu ¢ ngudi. Cic bidu hién thudng gip nhit khi qua
lidu sé gay ha huyét ap va nhip tim nhanh. Nhip tim chim ¢6 thé xay ra do kich thich than kinh
pho giao cam.

Didu tri:

Néu ha huyét &p nghiém trong: didu trj ho trg.

Cac bién phip dugc dé nghi dwa vao thi gian ding thude va mirc d6 nghiém trong cia cée tri¢u
chiing ¢6 hgi. Duy tri duge sy &n dinh h¢ tim mach phdi dwge wu tién. Néu co thé udng duge
thude, st dung li¢u than hoat tinh. Sau d6, gidm sdt chit ch& cic thong s6 song con. Losartan va
chit chuyén héa c6 hoat tinh khong thé duoc loai bo bing thim phén.
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12. PAC TINH DUQC LU'C HQC

Mai ATC: CO9CAO1

Nhém durge 1y: Thube dbi khang thy thé angiotensin II

Losartan li chiit dbi khang thu thé angiotensin-II (type ATI) tong hop dudmg uéng. Angiotensin

I1, chéit c6 kha ning giy co mach mach, 1a hormon hoat tinh chinh ctia hé renin/angiotensin vi

déng vai trd quan trong trong sinh 1y bénh ting huyét 4p. Angiotensin-II gfin két vdi thy thé AT

& nhiéu mé (vi du: co tron mach méu, tuyé"n thugng thin, thin va tim) va tao ra cac hoat tinh

sinh hoc quan trong bao gdm co mach va gidi phong aldosteron. Angiotensin-II cling kich thich

tang sinh té bio co tron.

Losartan trc ché chon loc thy thé AT1. Losartan va chit chuyén héa ¢6 hoat tinh duge hoc

carboxylic acid E-3174 c¢o tac dung chiin (it ca cac hoat tinh sinh hoc lién quan clia angiotensin

11, trén thir nghiém in vitro va in vivo, bit ké ngudn g,éc va phwong phap tong hop.

Losartan khéng ¢6 tac dung chu vin hoge 1a trc ché cic thy thé hormon khéc hojic cic kénh ion

quan trong trong viéc diéu hoa tim mach. Hon nita losartan khéng trc ché ACE (kinase II),

enzym phan hay bradykinin. Do d6, khong xuit hién cic tac dung khong mong mudn lién quan
) dén chit trung gian bradykinin.

Trong qua trinh ding losartan, angiotensin II mét di s& din dén dép g nguoc 1én vige tiét renin,

lam ting hoat tinh renin trong huyét tuong (PRA). Tang PRA din dén tang angiotensin 1I trong

huyét trong. Mic di véy, hoat tinh chéng ting huyét dp va tre ché nong do aldosteron trong

huyét trong vin duge duy tri, cho tht higu qua (re ché thu thé angiotensin 1L Khi ngimg
losartan, gid trj PRA va angiotensin II s& gidm vé& mirc ban ddu trong vong 3 ngay.

» s

Ci losartan va chiit chuyén héa c6 hoat tinh chinh clia n6 ¢6 di lyc manh v&i thy thé AT1 hon thy

I3

thé AT2. Cing mét lugng thude sir dung nhung hoat tinh ctia chéit chuyén héa cao hon losartan
tir 10 dén 40 lan.

13. PAC TINH DUQC DONG HQC

Hap thu

Sau khi udng, losartan hap thu t6t va duge chuyr‘}n héa lan diu, tao thanh dang acid carboxylic ¢o
hoat tinh va céc dang chuyén héa khong hoat tinh. Sinh kha dyng toan phin xap xi 33%. Nong
d6 dtinh ciia losartan va chét chuyén héa ¢6 hoat tinh clia né twong img dat duge sau 1 gid va sau
3 dén 4 gio.

Phiin bo )

Ci losartan va chéit chuyén héa c6 hoat tinh giin két trén 99% véi protein huyct teong, chi yéu la
véi albumin. Thé tich phin bé ca losartan 1a 34 lit.

Chuyén héa

Khodng 14% liéu losartan tiém tinh mach hodc uéng duge chuyén hoa thanh dang ¢ hoat tinh.
Sau khi ubng hodc tiém tinh mach kali losartan C"*, hoat tinh phéng xa huyét tuong trong tuin
hoan chil yéu la do losartan va chét chuyén héa ¢6 hoat tinh. Su chuyén hoa t6i thiéu cia losartan
(hanh chat chuyén héa c6 hoat tinh khodng 1% ¢ timg ca the.

Bén canh chét chuyén héa 6 hoat tinh, losartan ciing chuyén hoa thanh dang khong hoat tinh.
Thii trir

D3 thanh thai trong huyét tuong ctia losartan va chiit chuyén héa cé hoat tinh twong tmg la
600ml/phut va S0ml/phat. P thanh thii qua thin cia losartan va chét chuyén hoa cé hoat tinh
twong tmg 1a 74mi/phut va 26ml/phit. Khi losartan duoc dung dudng udng, khodng 4% dwge bai
tiét qua nude tiéu duéi dang khong d6i, khoang 6% lidu duge bai tiét qua nude tiéu dudi dang
chuyén héa c¢d hoat tinh, Duge dong hoe cia losartan va chat chuyén hoa ¢6 hoat tinh luyén tinh

khi udng kali losartan véi liéu 1én dén 200 mg.

=%
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Sau khi udng, ndng d¢ losartan va chiit chuyén hoa ciia né trong huyét trong gidm theo chip s6
nhan, vdi thoi gian ban thai cudi cing twong (g l1a khodng 2 givr va 6-9 gio. Khi ding lidu
100mg x 1 lan/ngdy, ci losartan va chiit chuyén hoa cé hoat tinh ctia nd déu khong tich Ity déng
ké trong huyét tuong,

Losartan va chét chuyén héa cé hoat tinh ciia n6 duge bii tiét qua dudng mat va duong tiéu. Sau
khi udng hogc tiém tinh mach losartan C™ cho nguoi, khoang 35%/43% hoat tinh phéng xa thu
dugc trong nude tiéu va 58%/50% thu dugc trong phin.

Din sb diic bigt

Néng do losartan va chit chuyén héa ¢ hoat tinh trong huyét twong & bénh nhén ting huyét ap
16n tudi twong tu voi bénh nhin tré tudi. .

Noéng do losartan trong huyét twong bénh nhén nit cao gip 2 lin bénh nhén nam, nhung néng d
chiit chuyén héa cé hoat tinh khong khac bi¢t giira nam va nir.

Sau khi uéng thude, nhimg bénh nhan xo gan do rwgu mie d¢ nhe dén trung binh, néng do huyét
turong cua losartan va chit chuyén hoa co hoat tinh ciia n6 1an luot 1a 5 lin va khodng 1,7 lin so

_ vgi nhimg bénh nhin nam tinh nguyén.

) Néng dé losartan trong huyét twong khong ddi vai nhitng bénh nhén ¢6 dd thanh thai creatinin
trén 10 mU/phit. Bénh nhan thim phin mdu ¢ AUC losartan cao gdp 2 lan ngudi 6 chire ning
thin binh thuong.

Nong do chit chuyén héa cé hoat tinh trong huyét twong khong d6i & nhimg bénh nhin suy thin
hoiic bénh nhan tham phan méau.

Losartan va chiit chuyén hoa cé hoat tinh déu khong thé logi trir boi tham phan méu.

Tré em

Céc diic tinh duge dong cia losartan dd duge nghién ciu trén 50 tré em tir > 1 thang dén < 16
tudi bi tang huyét dp ding thude mdi ngay mot lan véi Lidu tir 0,54-0,77 mg/kg (licu trung binh).
Cac thong s6 duoc déng hoc twong ty cling duge ghi nhin sau khi cho tré so sinh, tré mdi biét di,
tré mam non, tré & do tudi di hoc vé thanh thiéu nién sau khi uéng losartan.

Cic thong sb duge dong hoc ciia chit chuyén hoéa ¢6 hoat tinh thay déi nhidu giita cde nhém tudi.
Sur khéc biét c6 ¥ nghia thong ké khi so sénh gitra déi twong tré mam non va thanh thiéu nién. Sy
phoi nhiém @ tré so sinh/tré méi biét di trong déi cao.

14. QUY CACH DONG GOI:
Haop 10 vi x 10 vién.

15. DIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC
Bio quiin: Bao quin ¢ nhiét dé khong qua 30°C. Tranh dnh sing.

Ian ding: 24 thing ké tir ngdy san Xudt.

Tiéu chuin: USP

16, TEN, PIA CHI CO SO SAN XUAT THUOC

ZYDUS LIFESCIENCES LIMITED

Survey No. 417, 419 & 420, Sarkhej - Bavla National Highway No. 8 A, Village - Moraiya,
Taluka - Sanand, Dist. - Ahmedabad - 382 210, Gujarat State, An Db.
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