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RX - ThuSc nay chi diing theo don thusc ién nén bao phim

LOSARTAN

DE THUOC XA TAM TAY TRE EM
DOC KY HUONG DAN SU DUNG TRUGC KHI DUNG
THONG BAO NGAY CHO BAC SY HOAC DUQC SY NHUNG TAC DUNG
KHONG MONG MUGON GAP PHAI KHI SU DUNG THUGC
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC SY

THANH PHAN, CONG THUC THUOC:
M4i vién nén bao phim chia:
Thanh phdn hoat chat: Losartan kali 50 mg.
Thanh phdn ta dugc: Microcrystalline cellulose M101, Lactose monohydrate, Pregelatinized starch,
Croscarmellose natri, Povidon K30, Magnesium stearate, Hydroxypropyl methyl cellulose (HPMC)
2910, Polyetylen glycol (PEG) 6000, Talc, Titan dioxyd, Mau sunset yellow lake, Mau vang
tartrazin.
DANG BAO CHE:
Vién nén bao phim.
M3 ta san phdm: Vién nén tron bao phim mau cam, hai méttron, canh va thanhvién lanh 1an.
CHIDINH:
Tang huy&t &p: diéu tri ting huyé&t ap
Giam nguy cd méc va t vong do b&nh tim mach cho b&nh nhan ngudi I6n bj tang huyé&t 4p c6 phi
daithat trai: Losartan cé chidinh lam gidm nguy cd méc va tif vong do b&nh tim mach dugc xac dinh
qua ty 1& céac bién cb phdi hgp vé tlf vong do tim mach, ddt quy, nh8i méu cd tim trén ngudi bénh
tAng huy&t 4p co6 phidaithat trai.
Bao vé than & b&nh nhan ngudi I6n cé tang huyé&t ap va dai thdo dudng typ 2, ¢6 protein nidu Ién
hon 0,5 g/ngay: Losartan c6 chidinh lam ch&m lai qué trinh dién ti€n bénh than, dugc xac djinh qua
gidm ty 1& cac bién c8 phdi hgp vé tang gap ddi nbng dd creatinine mau, giai doan cudi clia bénh
than (c&n thdm phan mau hoac ghép than), ho&c tl vong; va lam giam protein nidu.
Suy tim: Diéu tri suy tim man cho bé&nh nhan ngudi I6n ¢6 chéng chi dinh hodc khdng phu hgp Vi
thubc Uc ché men chuyén, dac biét 1a bj ho. Nhiing b&nh nhan suy tim dang diéu trj 8n dinh vdi
thubc Uc ché men chuyén khdng nén chuyén sang dung losartan. Cac b&nh nhan suy tim nay ¢6
phan suétténg mau <40% va 8n dinh vé matlam sang, dang theo mdt phac d6 diéu tri suy tim man.
CACH DUNG, LIEU DUNG:
-Céch dung: Dung dudng ubng, cd thé udng luc déi hoac Itc no; ¢ thé ubng losartan cung véicac
thuSc tri tAng huyét 4p khéc.
-Liéudung:
Tang huyét &p: Liéu khdi d4u va duy tri d8i v6i phén 16n ngudi bénh Ia 50 mg, uéng mdi ngay mot
I&n. T4c dung 18i da diéu tri tang huy&t 4p dat dugc 3 - 6 tuéin sau khi bat ddu dung thudc. Tang lidu
I&n t6i 100 mg, ngay mot I&n cé thé cé ich cho mdt s6 ngudi bénh.
Vi ngudi bénh giam thé tich tuén hoan (vi dy: ngudi diéu tri thuc Igi tiéu liéu cao), nén xem xét
dung liéu khdid4u 12 25 mg, ngay mdtl&n (xem than trong).
Khéng c&n phai diéu chinh liéu khdi d&u cho ngudi b&nh cao tubi hodc ngudi bénh suy than ké ca
ngudi dang phai thdm phan méau. C&n xem xét dung liéu th&p hon cho ngudi bénh c6 tién su suy
gan (xem thantrong).
Giadm nguy co méc va t vong do tim mach cho bénh nhan ngudi Ion bj tang huyét ép c6 phi dai that
tréi: Thong thudng, liéu khdi déu 1a 50 mg, ubng mbi ngay mét lan. C6 thé thém
hydrochlorothiazide liéu th&p va/hoac ting liéu losartan Ién 100mg, ngay mot I&n tuy thudc vao
dap Ung trén huy&t ép.
Béo vé than & bénh nh&n ngudi I6n c6 tang huyét 4p va déi thdo duong typ 2, cd protein niéu I6n hon
0,5 g/ngay: Thong thudng, liéu khdi ddu 12 50 mg, u6ng mdingay motI4n. C6 thé tang liéu losartan
I&n 100 mg, ngay mbt I4n tuy thudc vao dap ung trén huy&t 4p. C6 thé dung losartan cing cac
thuBc tri ting huy&t ap khéac (vi dy nhu: thubc Igi tiéu, cac thubc chen kénh canxi, cac thudc chen
alpha hoac beta, va céc thubc tac dong trén trung uong) cling nhu cung insulin va cac thubc ha
dudng huyét théng thudng khéc (vi dy nhu cac sulfonylurea, glitazone va cac chét dc ché
glucosidase).
Suy tim man: Liéu khdi déu théng thudng cho bénh nhé&n suy timla 12,5mg mbt14n mbingay. Liéu
nay nén dugc diéu chinh t tf qua mbi tuén (vi dy 12,5 mg mbi ngay, 25 mg mdi ngay, 50 mg moi
ngay, 100 mg mbingay, dén liéu t6idala 150 mg mbt 14n ubng mbi ngay) tuy theo sy dung nap cia

bénhnhan.
Khong c6 yéu clu dac biét vé xi ly thube sau khi sl dyng.

CHONG CHI DINH:
Qué m&n véi losartan hay b&t ky thanh ph&n nao cla thubc.
Ba thang gilla va ba thang cubi cia thaiky.

Suy gannéng.
Chéng chi dinh diang d6ng thdi losartan véi cac san phdm chia aliskiren @ bénh nhan dai thao

duong hodc suy than (muc lpccha cduthan (GFR) <60 ml/phut/1,73 m’).
CANHBAOVA THAN TRONG KHIDUNG THUGC
MAn cAm: phi mach. Bénh nhén c6 tién si phi mach (sung mat, moi, ¢ hong va/hodéc ludi) nén

dugc theo ddichatcheé.

Ha huyét 4p va mat c4n bang nudc/ dién gial: Ha huyé&t 4p c6 triéu ching déac bigt sau liéu khdi dau
v sau khi tang liéu, c6 thé xay ra & bénh nhén bj giam thé tich tudn hoan va/ ho#c giam natri mau
do dung liéu cao thubc Igi tiéu, ché df an it mu6i, tiéu chay hoéc ndbn mlra. Phai kiém soét nh‘Ung
tinh trang nay trudc khi ding Losartan, hoac phai dung liu khdi ddu thdp hon liéu thudng dung.
Piéunaycing dp dyng voitré tu6-18 tudi,

R6i loan c4n bdng dién gidl: Thudng gap & bénh nhan suy than, cé hoéc khéng c6 kém theo dai
thao dudng va day la vdn dé cén giai quyét. Trong mdt nghién cdu lam sang dugc tién hanh trén
ngudi bénh dai thado dudng typ 2 méc bénh than, 1 16 tang kali mau & nhém diéu trj b&ng Losartan
cao han nhém ching. Do dé, cén theo doi chat ché nbng dd kali trong huyét tudng clng nhu do
thanh thai creatinin, dac biét & bénh nhan bj suy tim va dj thanh thai creatinin trong khoang 30-50
ml/ phut.

Kh:ng nén sif dyng déng thai céc thubc Igi tiéu Liét kiem kali, thuéc bé sung kali, thay thé mudi c6
chita kali hoac cac loai thufc khéc c6 thé 1am tang kali huy&t thanh (vl dy, cac san phdm cé chla
trimethoprim) vdi losartan.

Suy giam chic ndng gan: Dya trén di lidu dugce adng hoc vé ndng df losartan trong huyét tuong tadng
| dang ké & nguai bénh xa gan, cln xem xé1 dung liéu th&p hon cho ngudi bénh cé tién s suy gan.

Khong ¢6 kinh nghlém diéu tr| trén b&nh nhan suy gan nang. Do dd, chéng chl dinh dung losaran
cho b&nh nhan suy gan niing. Khong khuyén cdo dung losartan cho tré em suy gidm chudc nng gan.
Suy chue nang thdn: Do hau qua cia sy dc ché hé renin-angiotensin, nhiing thay aéi vé chdc nang
thdn bao g6m cé suy thn da dugc béo cdo (dac bidtla 8 nhing bénh nhan ¢6 chdc nang than phy
thudc vao hd renin-anglotensin-aldosteron nhu nhiing b&nh nhan suy tim nang hoac réi loan chic

niing than W trudc). Cling nhu vaicac thu6c khac &nh hudng d&n hé renin-angiotensin-aldosteron,
ting urd huyé&t va creatinin huyét thanh cing da dugc bdo cdo & nhiing bénh nhan bi hep ddng
mach than hal b&n hoéic hep dong mach than & motthadn don dbc; nhiing thay déinay vé chlicnang
than c6 thé héi phyc khinging diéu trj. CAn than trong khi dung losartan  nhitng bénh nhan nay.

Tré em bj suy thdn: Khong khuyén céo ding losartan & tré em c6 t6¢c d6 loc clia cdu than < 30
mi/phat/1,73 m* vl khong c6 dit liéu. Nén theo doi dinh ky chdrc nang thén trong khi diéu tri bang
losartan vi né c¢6 thé x&u di. Diéu nay 4p dung dac biét 1a khi losartan dugc dung co sy hién dién

ciia céc tinh trang khac (s6t, m&t nudce) cé thé 1am gidm chie nang than.
Dung déng thdi losartan va thuSc dc ché enzym chuyén angiotensin (ACE) da cho th&y lam gidm

chiic nang than, Do d6 khong khuyén cdo ding déng thai.

Ghép than:Khdng c6 kinh nghiém diéu trj 8 b@nh nhan ghép than.
Cudng aldosteron tién phét: Bénh nhan cudng aldosteron tién phél thuéng sé khdng dap dng vdi
céc thuc tri tang huyét ép tac dyng qua sy dc ché hé renin-angiotensin. Do d6, khdng khuyén céo

st dung losartan.
Bénh mach vanh va bénh mach méau ndo: Cung nhu véi b4t ky thubc tri tdng huyét 4p nao, giam

huyét 4p qua mc & bénh nhan bj bénh tim mach va thi§u mau cuc b c6 thé din dén nhdi mau co
tim ho&c djt quy.

Suy tim: G b&nh nhén suy tim, c¢6 hodc khdng c6 suy than, cling nhu vdi céc thubc khédc anh hudng
dén hé renin-angiotensin - ¢6 nguy cd ha huyét 4p dong mach nang va suy than (thudng cép tinh).
Chua c6 d4y di kinh nghiém vé diéu trj losartan & bénh nhan suy tim va suy thAn nang déng thdi, &
b&nh nhan suy tim n&ng (dd IV theo phan loai chdc nang chia Hoi Tim New York (NYHA)) cing nhu
& b&nh nhan suy tim va loan nhip tim ¢4 trigu ching de doa tinh mang. Do d6, cdn than trong khi
dung losartan & nhiing nhém bénh nhan nay. Cén than trong khi dung k&t hgp losartan vdi thubc

chen beta.

Hep déng mach chd va hep van hai I4, bénh cd tim phl dai tAc nghén: Cling nhu véi cac thubc gian
mach khéc, cAn phai d4c biét than trong & bénh nhan bj hep dong mach chi, hep van hai la hoac
bé&nh cd tim phl daitidc nghén.

Canh béo va than trong khac: Nhu da quan sét d6i vdi thubc dc ch& men chuyén angiotensin,
losartan va cac thu8c d6i khdng angiotensin khac dudng nhu it hiéu qua trong viéc lam giadm huyét
ap & ngudi da den so vdi khdng phai ngudi da den, co thé do ty 1& cao hon vé tinh trang renin th&p &

dan s6 ngudi da den tang huyé&t4p.

Uc ché kép hé renin-angiotensin-aldosteron (RAAS):C6 bang ching la vigc dung déng thdithudc Uc
ch& men chuyén angiotensin (ACE), thu6c chen thy thé angiotensin Il hodc aliskiren lam tang nguy
cd ha huyét 4p, tang kali mau va gidm chdc ning than (bao gém ca suy than c4p). Do d6é khdéng
khuyé&n céo Uc ché kép hé renin-angiotensin-aldosteron (RAAS) qua viéc sU dyng k&t hgp thudc
dc ch& men chuyén, thudc ddi khang thy thé angiotensin Il hoac aliskiren (xem phan tuong tac
thu8c va cac dic tinh dugc lyc hoc).

N&u ligu phép Uc ché kép dugc xem la tuyét d8i cén thiét, diéu nay chinén xay ra dudi sy giam sat
cla chuyén gia va chju sy theo ddi chat ché thudng xuyén vé chdc nang than, chat dién giai va
huy&t 4p. Khang nén ding déng thdi thubc Uc ché men chuyén va thudc ddi khang thy thé
angiotensin |1 & b&nh nhan bj bénh than do daithao dudng.

* Canh béo t4 dugc: Thudc nay cé chifa lactose. Nhiing bénh nhan cé van dé ditruyén hi€m gap vé
khéng dung nap galactose, thiéu hyt lactase Lapp hoac kem hép thu glucose-galactose khdng nén
dung thudc nay.

Thubc cé chiia td dugc mau sunset yellow va tartrazin nén c6 thé gay dj Ung.

sUDUNG THUOC CHO PHY NU CO THAI VA CHOCON BU

Phu n ¢6 thai: Céc thuSc tac dong tryc tiép trén hé renin-angiotensin c6 thé gay ra tén thuong va
ché&t thai dang phat trién. Khi phat hién cé thai, phai ngung losartan cang sdm cang t6t. Khdng
khuy&n cdo dung losartan trong ba thadng d4u thai ky va chéng chi dinh dung losartan trong quy thu
haiva quy thu ba cua thaiky.

Mac du chua cé kinh nghiém vé viéc sU dyng losartan cho phy nit mang thai, cac nghién cdu vdi
losartan kali da cho th&y t8n thuong & thai nhi, tré sa sinh, va tlf vong, cd ché cla anh hudng nay
dudc cho la do dic tinh dugc ly trung gian qua tdc dung trén hé renin-angiotensin. o) ngudi, viéc tudi
mau than cta thai nhi phy thudc vao sy phat trién cla hé renin-angiotensin, bat ddu vao ba thang
gitta cla thai ky, do dé, nguy cd d&i vdi thai nhi tang l1&n néu sU dyng losartan trong ba thang gitua
ho&c ba thang cudicua thaiky.

Viéc sl dyng cac thudc tac ddng trén hé renin-angiotensin trong ba thang gida va ba thang cudi
ctia thai ky lam gidm chdc nang than cla thai, lam tang b&nh tat va tlf vong & thai va tré sa sinh. Két
qué thidu 8i cé thé lidn quan vai gidm san phdi va bién dang bd xuong & thai.

Céc tac dyng phu c6 thé xdy ra & tré sd sinh bao gém gidm s&n xuadng so, vé ni¢u, ha huyét ap, suy
than va ti vong. Khi phat hi¢n cé thai, phaingung losartan cang sém cang tot.

Nhiing k&t qua c6 hai trén thudng lién quan vdi viéc sl dyng nhing thudc nay trong ba thang gida
va ba thang cubi clia thai ky. Hau h&t cac nghién cuu dich t& hoc khao sat cac bdt thudng & thai sau
khi phoi nhidm thudc chéng tang huyét p st dung trong ba thang ddu cla thai ky da khdng phan
biét cac thudc Anh hudng dén hé renin-angiotensin vdi cac thudc chdng tang huyét 4p khéac. Viéc
xU trf thich hop tang huyét 4p & ngudi me trong khi mang thai la diéu quan trong dé t8i uu hda két
quéa cho ca me va thai.

Trong trudng hgp dac biét khi khdng cé phuong phap didu tri thay thé nao thich hgp cho vigc trj li¢u
b&ng thuSc anh hudng dén hé renin-angiotensin d&i véi mdt bénh nhan riéng biét, phai bao cho
ngudi me biét vé nguy cd c6 thé xay ra ddi vai thal, can thyc hign kiém tra sidu &m hang loat dé danh
gid moi trudng trong mang 6i. Ngung dung losartan néu quan sat thdy thi&u &i tri khi thudc nay dugc
xem la thu6c ctiu mang s&ng cho ngudi me. Xét nghiém thai cé thé thich hgp, dya trén tudn twai thai.
Tuy nhién bac sy va bénh nhan nén biét rang thiéu 8i co th8 khdng biéu 10 cho dén sau khi thai da b
18n thuong kéo dai khong thé hdi phuc, cn theo ddi chit ché nhiing tré sd sinh co tién st phainhiém
losartan trong t&f cung vé céc bidu hién ha huy&t ap, thidu ni¢u va tang kali huyét.

Phu niZ cho con bu: Chua rd ligu losartan dugc tiét vao sla ngudi me hay khdng. Do nhiéu thudc dugc
tiét vao sifa ngudi me va do tiém nang xudt hign cac tac dung co hai cho trd ba me, nén quyé&t dinh
ho#c ngling thuc hoéc nguing cho con bu, can nhic tAm quan trong cta thudc ddi vai ngudi me.
ANH HUGNG CUA THUGC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Chua c6 nghién ctiu vé anh hudng cla thude 18n kha nang lai xe va van hanh may méc. Tuy nhién,
thudc c6 thé cé tac dung phu gay chéng mat, dau ddu nén cén hdiy kin bac sin8u cod lai xe va van

hanh may moc,
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TUONG TAC, TUONG KY CUA THUOC: \
Céc thusc tri tang huy&t ap khac c6 thé 1am tang tac dung ha huyét dp cua losartan. Dung déng

thdi vai cac thuBc co thé gy ha huyé&t &p (nhu thudc chéng trAm cam ba vong, thudc chdng loan
th&n, baclofen va amitostine) cé thé 1Am tAng nguy co ha huyétép.

Losartan dugc chuy&n héa chil y&u bdi CYP2C9 thanh chét chuy&n héa carboxy - acid c6 hoat tinh.
Trong mdt thil nghiém Iam sang cho thay, fluconazol (chét Uc ché CYP2C9) lAm gidm néng do va
thoi gian 1iép x0c chét chuyén héa cé hoat tinh khodng 50%. Diéu tri déng thdi losartan va
ritampicin (ch&t cAm Ung CYP2C9) 1am gidm néng dd chat chuyén héa c6 hoat tinh trong huyét
tuong khodng 40%. Cac tuong tac trén chua rd vé matl1am sang. Khdng c6 sy khac biét vé nbng dod
va thdi gian ti8p xuc cla chat chuyén héa cé hoat tinh clia losartan khi diéu trj déng thai vdi
fluvastatin (ch&tdc ché yéu CYP2C9).
Cing nhu céc thuSc khac thudc nhém chen angiotensin Il hodic e ché cac hidu ung cua
angiotensin Il, néu dung kém véi cac thubc Igi tiéu gid kali (nhu spironolacton, triamteren, amilorid),
ho&c c6 thé lam tang néng A6 kali (nhu heparin), ch&t b8 sung kali hodc cac chat thay thé mudi cé
chua kali, thi c6 thé d&n dén tang kali trong huy&t thanh. Khong nén dung thudc déng thai.
Tang c6 héi phyc vé néng dd lithium huy&t thanh va ddc tinh da duge bao céo trong khi dung déng
thai lithium véi thubdc Uc ché men chuyén. Céac trudng hop rét hiém gap cling da dugc bao céo vai
thubc d6i khang thy thé angiotensin I1. Viéc dung déng thai lithium va losartan c&n dugc thyc hién
than trong. N&u sy k&t hgp nay ching td 1a cdn thiét, khuyé&n cdo theo ddi néng dd lithium huyét
thanh khidung ddng thai.
Ph&i hgp céac thubc abi khang thy thé angiotensin Il véi cac thuBc khang viém khdng steroid
(NSAIDs) (Uc ché chon loc COX-2, acid acetylsalicylic liu khang viém va NSAIDs khdng chon loc)
c6 thé l1am giam tac dung ha huyét ap. SU dung déng thdi cac thuBc dbi khang thy thé angiotensin
Il ho&c thubc Igi ti€u véi NSAIDs c6 thé 1am suy gidm chuc nang than, ké ca suy than cép, tang
ndng dd kali huy&t thanh, dic biét § bénh nhan da c6 suy gidm chuc nang than tu trude. Phdi hgp
nay c&n chi dinh than trong, dac biét & ngudi cao tudi. Bénh nhan c&n dugc bu nudc ddy du va theo
ddichdc nang than sau khibét ddu diéu tri va dinh ky sau d6.

DU lidu 1am sang cho théy Uc ché kép hé RAAS thdng qua sy ph8i hgp cac thudc tic ché ACE, thubc
d8i khang thy thé angiotensin |l va aliskiren, 1am tang tan suit ha huyét ap, tang kali huyét va suy
gidm chic nang than (bao gdm ca suy than cép) so véi cac thudc Uc ché hé RAAS don ddc.

Do khdng c6 cac nghién cuu vé tinh tuong ky clia thubc, khdng trdn 1an thubc nay véi cac thube khéc.
TAC DUNG KHONG MONG MUON CUA THUOC:

Céc t4n sudt dugc phan loai nhu sau: rat thudng gap (2 1/10), thudng gap (2 1/100 dén <1/10), It
gap (21/1000 dén <1/100), hi€ém gap (21/10 000 dén <1/1000), rat hiém gap (<1/10000), khéng r6
tan suét.

*Piéutriting huyét ap:

R&iloan hé thdn kinh: Thudng gap:chéng mét. ft g&p:budn ngu, dau ddu, réiloan gidc ngu.
R&iloan tai va tai trong: Thudng gép:chéng mat.

R&iloan tim: /t gdp:danh tréng ngyc, dau that nguyc.

R&iloan mach mau: ft gap: ha huy8t&p tuthé.

R&iloan tiéu hda: ft gap:dau bung, tdo bén.

Ré&iloan da va md dudida: It gap:phétban.

R&iloan chung: /t g&p: suy nhugc, mét mdi, phu né.

Céac nghién cu khéc: Thudng gép: ha kali huyét. Hiém gdp.tang alanine aminotransferase (ALT).
*Piéutr| bénh thén d bénh nhén ting huyét ép va ddi thdo dudng typ 2:

R&iloan hé than kinh: Thudng gap:chéng mat.

R&iloan mach méu: Thudng g&p: ha huy&t ap tuthé.

R&iloan chung: Thudng gap: suy nhugc, mét moi.

Céc nghién cliu khéac: Thudng gép: ha duong huyé&1, tang kalimau. Trong mdt nghién cfu lam sang

dugc thyc hién trén bénh nhan déi thado dudng typ 2 bj bénh than, 9,9% bénh nhan diéu tri bAng
vién nén losartan phét trién tang kali m&u > 5,5 mmol/l va 3,4% bénh nhan diéu tri bang placebo.

*Diéutrj suy tim man tinh:

R&iloan hé thén kinh: Thudng gap:chéng mét. /t gap: dau ddu. Hiém gap: djcam.
R6&iloan mau va bach huyét: Thudng gép:thiéu mau.

R&iloan tim: Hiém gdp:ngAt, rung tam nhi, tai bién mach mau néo.

R&iloan mach mau: Thudng gap: ha huyét ap tuthé.

R&i loan hd h&p, ngyc va trung that: /t gap:khé thd, ho.

R6iloan tieu héa: It gép:tiéu chay, bubn nén, non.

Ré&iloan dava mb dudida: /t gap-ngua, phatban, may day.

R&iloan than va hé tiét niéu: Thudng gap:suy than.

Ré&iloan chung: ft gap: suy nhugc, mét moi.

Céc nghién clu khéac: Thudng gdp: tang ure, creatinin, kali huyét. It gap: 1ang kali mdu, trigu chung
nay thudng gap & nhiing bénh nhan ding 150 mg losartan thay vi50 mg.

* Giam nguy cd dét quy & bénh nhén bj téng huyét 4p c6 phi dai that tréi:

R6&iloan hé thén kinh: Thudng g4p: chéng mal.

R6&iloan tai va tai trong: Thudng gdp: chéng mat.

R6iloan chung: Thudng gap: suy nhugc, mét moi.

* C6 thém nhiing téc dyung khéng mong muén sau ddy nhung chua rd tén sufit dugc béo cdo
sau khi thuéc dugc dua ra thj truéng:

Qué mhn: cac phan Ung phan vé, phi mach, ké c& phu thanh quan va thanh mon gay tAdc dudng
thd va/hodc phu mat, mbi, hong va/hoéac ludi da dugc bao cdo & mdt s6 hiém ngudi bénh ding
losartan, val ngudi trong s6 ngudi bénh nay truéc dé da ting bi phu mach khi dung cé4c thubc khac
bao gém cac chét (c ché men chuyén. Viém mach mau, k€ ca ban Henoch-Schoenlein, da dugc

bao cédo, tuy hiém gép.

R6iloan mau va bach huyét: thiéu mau.

R&iloantaAm thadn: chan nan,

R&iloan th&n kinh: ching dau n(fa ddu, réiloan vj giac.

R&iloan tai va tai trong: G tai.

Réiloan h6 hap, ngyc va trung thét: ho.

Rdiloantiéu héa: tiéu chay.

R&iloan gan méat: viém tyy, viém gan, chic nang gan bat thudng.
Ré&lloan co xuong: dau cd, dau khdp.

R6iloan cod quan sinh sdn va ngyc: rbi loan cuang duong/bét lyc.
Da: May day, ngda, dd da toan than, nhay cAm vdi &nh sang.

R&i loan chung: tinh trang khé chju.

Cac nghién cdu khéac: ha natri mau.

-
* Rl 1oan thAn v tI8t nl@u: do hau qua cha viéc dc ché hd thdng renin-angiotensin aldosterone,

nhilng thay d6itrong chife nAng than bao gbém cé suy than da dugc béo céo & nhiing bdnh nhan c6
nguy cd, nhiing thay d6inay trong chiic nang than c¢6 thé héi phyc khingung diéu tri.
* Tré em: Tac dung khong mong mubin & tré em c6 thé tuong déng vdi ngudi I6n, tuy nhién da lidu

nghién ctu con han ché.
* Théng bdo ngay cho béc sy hodc dugc sy

dung thudc.

QUA LIEU VA CACH XU TRI:

Triéu chung: D liéu con han ché vé qua lidu & ngudl, Biéu
ha huyét 4p va nhip tim nhanh; nhip tim cham cng c6 thé

cAm (th&n kinh phé vi). . '
Diéu trj: N&u ha huyét 4p c6 triéu chung x4y ra, nén dibu tri hé trg. Céc bién phép ty thudc vao thdi

gian dung thudc, loai va muc dd nghiém trong clia tridu chudng. On dinh hé tim macf-w nén dzgc lém
tién. Sau khi u6ng qué liéu, than hoat tinh c6 thé dugc chi dinh. Sau d6, c4n theo ddi chatc céc
théng s6 quan trong, ¢6 thé cdn diéu chinh néu cln. Losartan va chét chuyén héa cé hoat tinh déu

khéng thé loai bd dugc bing thdm phan méu.
THONG TIN VE DUGC LY, LAM SANG:
a.Dictinhdugce lyc hoc:

Nhém duge ly. thuBe d6ikhang thy thé angiotensin I, ma ATC: C09CAO1. .

Losartan 1a ch&t d4u tién cia nhém thuc chéng tang huyét 4p mdi, dé 1a mdt cha't’ddl khang thy
thé angiotensin Il (typ AT,). Angiotensin Il tao thanh ti Angiotensin | trong phan Ung do enzym
chuyén Angiotensin (ACE) xuc tac, la mot chét cé tac dyng co mach manh, dola hormgn k!c'h hoat
mach ch( y&u cla hé théng renin-angiotensin va |4 mot thanh phdn quan trong trong sinh ly bénh
hoc cla tang huyét ap. Angiotensin Il ciing kich thich vo tuy&n thugng than tiét aldosteron. ;
Losartan va ch&t chuyén héa chinh cé hoat tinh tc ché tic dyng co mach va ti&t aldosteron cua
angiotesin Il bAng c4ch ngan can c6 chon loc angiotesin Il, khéng cho gén vao thy thé AT, c6 trong
nhiéu mé (thi dy co tron mach méau, tuyén thugng than). Losartan la mot ch4t dc ché canh tranh
thuan nghich cta thy th AT,. Ch4t chuyén héa cé hoat tinh cha thuc manh hon tu 10 dén 40 I&n
so vdi Losartan, tinh theo trong lugng va 1a mdt ch4t dc ché khdng canh tranh, thuan nghich cua thy
thé AT,. Cac ch4t d6i khang angiotesin Il cling c6 cac tac dyng huyétddng hoc nhucac chétdcché
ACE, nhung khdng c6 tac dyng khdng mong mudn phé bién cia cac chat uc ch& ACE la ho khan.
b.Pictinh dugc ddng hoc:

H4p thu: Sau khi u6ng, losartan h&p thu t8t va qua chuyén hod I&n d4u tién tao chit chuyén hoa acid
carboxylic ¢é hoat tinh va cac chét chuyén hoé khdng cé hoat tinh khac. Sinh kha dyng toan than
clia vién nén losartan khoang 33%. Cac néng d¢ dinh trung binh cla losartan va cia chét chuyén
ho4 c6 hoat tinh dat dugc sau khi uéng mdt gid (vdilosartan) va 3 - 4 gid (vdi chatchuyén héa).

Phén bé: Ca losartan va cht chuyén héa c6 hoat tinh g&n 2 99% vao protein huyét tuong, chi yéu
vao albumin. Thé tich phan b& cha losartan |a 34 lit.

Chuyén héa: Khodng 14% liéu uéng cla losartan dugc chuyén thanh chit chuyén hod cé hoat tinh
sinh hoc. Sau khi uéng losartan kali danh d&u bang “‘C, ch&t ddnh d&u tudn hoan trong huyét tuong
cht y&u la losartan va ch&t chuyén hod c6 hoattinh. Su chuyén hoa t8i thi€u clia losartan sang chat

chuyén héa cé hoattinh gap & khodng 1% s6 ngudi nghién cdu.
Ngoai chat chuyén hoa cé hoat tinh, con cé cac chét chuyén hoa khdng cé hoat tinh dugc tao

thanh.

Thai trir: D6 thanh thai huyét tuong cua losartan la 600 mL/phit, cia chat chuyén hoa c6 hoat tinh
la 50 mL/phut. DO thanh thai qua than cla losartan |a khodng 74 mL/phut va cua chat chuyén héa
¢6 hoat tinh 1a 26 mL/phut. Khi dung losartan theo dudng uéng, khodng 4% liéu dung sé dao thai
nguyén ven qua nudc tiéu va khodng 6% liéu dung s& qua nudc tiéu dudi dang chat chuyén hoa cé
hoat tinh. Dugc ddng hoc clia losartan va cla chét chuyén hoa la tuyén tinh vdi liéu ubng losartan
kalitdi 200 mg.

Sau khi u6ng, néng dd cla losartan va cta chat chuyén héa cé hoat tinh trong huyé&t tuong giam
nhidu v6i thdi gian ban thai cudi cing khodng 2 gid (vdi losartan) va 6-9 gid (vdi chdt chuyén hod).
V4iliéu m&ingay 100mg, ca losartan va ch&t chuy&n hoa con hoat tinh déu khong tich Iy dang ké
trong huyét tuang.

Losartan va chit chuyén hoa déu thai qua mat va nudc tiéu. Sau khi uéng mot liéu losartan danh
d&u vdi C, khodng 35% ch&t danh d&du tim thay trong nudc ti€u, 58% tim thdy trong phan.

Dugc ddng hoc trén nhing d6i tugng didc biét:

Nguoi cao tudi: néng dd clia losartan va chat chuy&n héa cé hoat tinh trong huyét tuong khdng c6 sy
khac biét dang k8 vai nguditré.

Gidi tinh: n( gidi c6 néng dd trong huyét tuang cla losartan cao gap 2 14n so véi nam gidi va trong khi
néng do trong huyé&t tudng clia chat chuyén héa cé hoattinh khdng cé sy khac biét gitta nam va nd.
Suy gan: O ngudi bénh cé xd gan nhe va trung binh do nghién rugu, néng dd clia losartan va clia
ch&t chuyén héa trong huyét tudng cao gdp 5 I&n (v4i losartan) va 1.7 1&n (vdi chat chuyén hod) so
véinhiing ngudi nam tinh nguyén khod manh sau khiudng thudc.

Suy than; Néng d6 trong huyét tuang clia losartan khdng ¢6 sy thay ddi & bénh nhan dd thanh thai
creatinin trén 10 ml/ phit so véi ngudi cé chic nang than binh thudng, AUC cao gap 2 1dn & bénh
nh&n thdm phan mau. Néng d6 cla chat chuyén héa trong huyét tuong khdng cé sy thay ddi &
bé&nh nhan suy than va bénh nh&n thAm phan méu.

Khong thé loailosartan va chdt chuyén hoa cé hoattinh khdi cd thé bang tham phan mau.

Tré em: Dugc ddng hoc cla losartan da dugc nghién clu & 50 bénh nhan nhi tang huyé&t ap tu 1
théng - 16 tudi sau khi uéng hang ngay khoang 0,54 dén 0,77 mg/kg losartan (liéu trung binh). Két
quéa cho thdy chét chuyén hda c6 hoat tinh dugc tao thanh tu losartan & tat ca cdc nhém tudi. K&t
qua cho thdy cac thdng s8 dugc ddng hoc tuong ty cta losartan sau khi udng & tré sd sinh va tré
mdi biét di, tré mAu gido, tré em & dd tudi di hoc va thanh thiéu nién. Cac thong s6 duge dong hoc

clia chdtchuyén hda cé sy khac biétlén gita cadc nhém tudi.

QUY CACH DPONG GOI: Hop 03 vi x 10 vién, hop 10 vix 10 vién, hdp 50 vi x 10 vién;
Chai 200 vién, chai 500 vién, chai 1000 vién

DIEU KIEN BAO QUAN: Du6i 30°C, noi khé réo, tranh anh sang
HAN DUNG CUA THUGOC: 36 thang ké tU ngay san xuét.
TIEU CHUAN CHAT LUOUNG CUA THUBC: USP.

nhiing tdc dyng khéng mong muén gdp phal khi su

hidn vé qué liéu c6 thé hay gép nhét I
x4y ra do kich thich thén kinh ph¢ giao

Tén, dia chi cua co sd san xud t:
CONG TY CO PHAN DUQC PHAM KHANH HOA
budng 2/4, Khém Bdéng Bac, Phudng Vinh Hoa,

WHO - GMP Thanh Ph6 Nha Trang, Tinh Khanh Hoa
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