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R.X Thudc bén theo don

THANH PHAN
Mdi vién nén bao phim chira:

- Hogtehdt: Losatankali.......cocoveiiiiinininnn S0mg

- Td dege:Lactose, avicel, pregelatinized starch, matri croscarmellose, magnesi
stearat, silicon dioxid, HPMC, PEG 6000, titan dioxid, tale vira di 1 vién nén bao
phim.

DANG BAOCHE
Vién nén bao phim.

MOTA , :
Wién nén hinh oval, bao phim mau tring, hai mt khum, mét mit trom, mét mit oo si
50, canh va thanh vién Knh n.

DUQC LT H?C )

Losartan li chat d6i khing thy thé angiotensin 11 ¢6 tic dyng chdng ting huyé ap.
Losartan va chit chuyén héa chinh eia nd ¢6 hogt tinh chen tic dyng co mach vitiét
aldosteron cia angiotensin I biing cach ngiin can chon lpc khdng cho angiotensin
1l gén vio thy thé AT, ¢d trong nhiéu mé (thi dy co tron mach miu, tuyén thigmg
thiin). - , :

Losartan 1a mdt chiit e che canh tranh, thufin nghijch cia thy the AT, Chét chuyén
hda o6 hoat tinh coa Ihul'x.: mgnh hon tir 10 - 40 1an so v&i losartan tinh thee rong
lrgmg vi la mt chilt ire ché khdng canh tranh, thuin nghich ctia thy thé AT,
Losarian va chit chuyén hia o6 hogt tinh déu khong o ché ACE {(kiminase II, la
ENEVmE chuyén angiotensin [ thianh angiotensin [1 vi phin hiy bradykinin). Do d6,
thude it gay ho hom céc chat irc ché ACE.

DUQC DONG HOC
Hiip thu: ) ]
Sau khi udng, losanan duge hap thu nhanh qua didmg ti¢u hda v trdi qua chuyén
héa lin diu, thanh dang acid carboxylic ¢ hoat tinh v clc chat chuyén hoa khing
0 hogt tinh khic; sinh kha dyng xitp xi 33%. i
Nong 4 dinh trong huyet iromg cda losartan dat duge trong vong 1 gidr vi el chat
chuyén héa cb hoat tinh trong vong 3 -4 gid,

Phiin bi; - : _

4 Josartan va chit chuyén héa c6 hogt tink lién két véi protein huyét tiremg khodng

hom 99%. Chit yéu 13 albumin.

Theé tich phéiin bo cia losartan 1a 34 lit,

Chuyénhéa: . " ! -

Khoang 14% lidu ubng chuyién thanh chilt chuyén hia o hoat tinh, Mt sb chit

chuyen hod khdng co hoat tinh cling duge tao thanh.

Thai trir: ;

D¢ thanh thii trong huyét twong cia losartan  khodng 600 ml/phit va cia chit

chuyénhoa cd hoat tinh 14 S0ml/phit; d§ thanh thii cba ching & thin twon g img v

Kl TA MU phGEvA2E mlphial. : B

Khi losartan dugc ding dudmg udng, khodng 4% licu uﬁngduu‘cb&i LT rong mund

ticu dudi dgng khdng doi vi khoing 6% diréi dang chit chuyén héa c6 hogt tinh.

Dirgie dong hoe cha losartan va chit chuyén hoa c6 hot tinh ciia né 1 tuyén tinh véi

lidu uéng lén dén 200 mg. i . _

Losartan dwge thai trir qua nude tiéu va phin dudi dang khong doi hodie cie chit

chuyen hia. Thod gian bin thai cia losartan khodng 2 gidva cia chit chuyeén hoa ld

khoang 6-9 gidr. i . .

C4 losartan vA chit chuyén héa o6 hogt tinh khing tich liy dang ké trong huyét

turomg khi sirdyng lidu 100 mg mét lin trong ngay.

Sau khi udng losartan ghi ddu “C thi thu lai duge khodng 35% 4§ phong xa trong

nude ticw va khoang 60% trong phin, ) <

Tré em (= 1 thang dén =16 tudi): duge dong hoc & lictu 0,54 dén 0,7Tma'kg ciia

losartan cho két qua cie chat chuyén hda oo hoat tinh dirge hinh thanh o losartan o

té1 ¢d ede nhém tudi, Cac thong s6 duge ddng clia losartan sau khi wbng & tré sar sinh

wil tré mudri bidt di, tré em mém non, tré em tuol di hoe va thanh thigu nién 13 tuwomg wre

nhau. Cic thing s6 duge ding hoe coa cic e hst chuyén hoa khic nhau dénmitmire
——gtf) bmn oy g ede mhidin tudi, com o tré e mdon non va thanh thiu nlés thi nhimg

khée bift ndy c6 ¥ nghia thong ké. k )

Nguniri gia: ndng d trong huyét twong cia losanan v chiit chuyén hoa cd hoat tinh

khong e sy khéc bidt coban so v nhifng bénh nhdn tré tuoi.

Nong 4 trong huyét twomg ciia losartan khimg bi thay dii & nhimg bénh nhin c6 4

thanh thai creatinin trén 10 ml/phit. So vii cac bénh nhin b chire niing thiin binh

thurémg, AUC cua losartan ¢ao hom khodng 2 tan & nhimg bénh nhén lpe mau do

chay thinnhin tao. ) )

Niing d trong huyét twomg ciia chit chuyén héa c6 hogt tinh khéng thay d6i & bénh

nhinsuy thin hay & nhimg bénh nhin chiy thin nhin tao. . .

Cd losanan vi chit chuyén hoa co hogt tinh khong the dige logi bo biing tham tach

AL,

) bénh nhin xo gan nhe vi trung binh do nghign nrgu, nong 4§ huyét nrong ciia

losartan va chit chuyén héa o6 hogt tinh gip 5 lan (véi losaran)va 1,7 liin (vin chit

chuyen hod) 5o viri & ngii bénh b gan binh thudmg.

CHIDINH ; . )
Bieu trj tang huyet ap this phat ongudni IﬁmI tré ¢m va thanh thicu nién tir6- 18 e,
Biiéu tri bimh thin & bénh nhin tng huy& dp va dhi thio dikmg thp 11 cd protein
nigu = 0,5 g /ngay nhwr lamdt phﬁn- ciia mt didu tr ching ting huyétp.

Biéu trj suy tim man tinh & ngwdn 16n khi didu tr véi thude ire ché ACE khing phi
hop do khing tromg thich die bidt Lk ho, hofic chong chi dinh. Bénh nhin suy tim 44
dirgre 6n dinh bing céc chit irc ché ACE khong nén chuyén sang losartan, Bénh
nihén cln phii c6 mét phin swit tdng mau tim thit tréi < 40% va didu tr 6o dinh
trén lim sing theo phic 45 didu trj suy tim man.

Gidm nguy co dit quy & bénh nhiln ting huyét 4p c6 phi dai thit 1rdi duge ghi nhin
bang ECG,

LIEU LUGNG VA CACH DUNG ) ,

- Cidch dimg: LOSARTAN BOSTON 50 dupe ding bing duimg udng, khdng cin
chia ¥ dén bira fin.

- Lien fegmg:

SRRSO 1 o

Lidu khéri diu thang thudomg vi duy iri 1 50 mgn'li;mfﬁy. . . X
Higu qua ha 4p ti da dat dirge 3-6 tudn sau khi bit dau didu tr. C6 thé ting lidu dén
100 mg/lan‘ngay (vio budisang). . !
Co thé durgre dilng v cde thuoc dicu trj ting huyét dp khae, dio bidt 1 vai cde thude
lgri nidu, vi dy; hydrochlorniniasia,

Bénh nhia ting huyét 4p kém dbi thio dwimg typ 11 ¢é protein nigu = 0.5
pingay:

Liéu khii déu thing thuémgla 50 mg/lin/ngdy.

C the ting licu dén 100 mg/lannghy (vio huﬁiﬂn‘g},

Ci thé ding voi cac thuoe diéu trj ting huyét dp khic (thudc Igi nigy, thube chen
kénh canxi, chen alpha hodic chgn beta, nhém thude tic déng Ién hé thin kinh trung
womg),ciing nhur v insulin vi thude ha dudmg huyét thuémg duge sir dyng khac
(sulfonylure, glitazon vi thude ire ché glucosidase).

Bi{nh nhiin suy tim: ! . )

Liéu dﬂnﬁh-ﬁ-j diiu thing thuomg 13 12,5 mg/lin/ngity. Tang liéu hang tuin (tie Ji
12,5 mg/lin/ngay, 25 mg,-"lfm-'ngﬁy. 50 mg/lan/nghy, 100 mglin/ngdy, cho dén lidy
tbi da 14 150 mg/Van/ngay) thy thuje vio kha ning dung ngp ciia bénh nhin.,

Gidm nguy co dit quy & b{nh nhin ting huyét dp bj phi dgi thit trii duge ghi
nhin bing ECG: ;

Li¢u khai dhu thong thuémg 13 50 mg/lin/ngdy. C6 thé thém hydrochlorothiazid
lidu thip va / hodic lidu losartan cén ting lén 100 mg/lin/ngdy dira trén dép (img
huyét ap. :

Bénh nhin gigm thé tich ndi mach (didu tr bing thude lgi tidu lidu cao):

Liéu kheri diiu 50 me/Tin/ngiy.

Sirdyng ¢binh nhin suy thin vichay thin nhin tgo:

Khing can chinh ligu.

Binh nhiin suy gan: )

Nén ding liéu thip cho bénh nhin cb tién sir suy gan. Losartan chong chi dinh &
nhimg bénh nhén suy gan ning.

Tré tir 6 théng tiri < 6 tuii

Khing cd khuyen cio,

Tré tir 6 — B tuidi:

Bénh nhdn c6 cin ndng 20-50 kg: 25 mg/lin/ngiy. Co thé ting liéu i da 1a 50
mg/lan/ngay. ; :

Bénh nhén c6 cin ning trén 50 kg: 50 mg/lin/ngdy. C6 thé ting lidu 1i da 14 100
mg/lin/ngdy. .

Losartan khing digc khuyén cdo & tré em o6 46 e clu thiin <30 ml/phit /1,73 m’
hodic suy gan.

N gii:

Khong cin thiét phai chinh liéu (tnir > 75 tudi: liéu khoi diu 1a 28 mg/lin/ngdy)
~ CHONG CHIDINH

Qud miin vir losartan hode bit k¥ thinh phiin ndo cla thubde.

Phy nir ¢ thai 3 thing gitra va 3 thang cudi thai k¥.

Suy gan niing.

Khong phii hop vai aliskiren trén bénh nhin dai thio dudmg hojc bénh nhin suy
ha

THAN TRONG

+Trong thinh ph:lm co chira lactose o6 the khing phi hgp cho béah nhin khing
dung nap lactose, bénh galactosemia hojic kém hip thu glucose/galactose.

+ Phan img qud min, phit mach:khéng khuyén cio cho bénh nhin co tién sit phit
mach cé hodic khong lién quan dén chit irc chéd ACE hodic déi khang thy thé
angiotensin 11

+ Tyt huyét 4p va roi logn dién gidi:

++ Ha huyét iip 6 tridu chimg, dc bigt 1 sau khi diing liéw diu tién vé sau khi ting
licw, ¢ thé xay ra & nhitng bénh nhdn giam the tich ndi mach vivhode hg natri do
diéu trj thudc lgi nigu lidu cao, 3n kiéng mudi, tiéu chay hojge ndn mira. Do d6, phii
diéu chinh tinh trang ndy trude khi bat diu ding thude hodic dimg licdu kher ddu thap

T,

+ Mit cin hiing dign giai: : :

++Thirémg giip & bénh nhin suy thiin, méc hode khéng mic binh dai thio duimg vi
cin duge dicu trj. Bénh nhin d4i thio typ Il mic bénh thin bj ting kali

hu}r&.c.:'in theo déi chiit chi ndng di kali huyét va dd thanh thai creatinin, djc biét
lia nhimg bénh nhin bj suy tim v 4§ thanh thai creatinin (30- 50mlphiit).

++Khdng ding dong thai thude lgi niéu tiét kiém kali, b sung kali, thay thé mudi
chitra kali vin losanan,

+Bénh nhan suy gan:

++5ir dung licu thip cho ténh nhin co [iéjg sir suy gan. Khing ding losartan cho
bénh nhiin suy gan ndng, thude khong khuyen cio cho tré em by suy gan.

+Bénh nhin suy thin: h

++Do e ché hit renin-angiotensin nén co thé gay suy than (dde bigtla & nhimng bénh
nhin ¢6 chire nding thin phy thude vie hi renin - angiotensin-aldosteron chiing han
nhvr nhimg nguini o6 roi loan chire ning thin tir trude hodic suy tim niing), cé the
téng ure huyet vi creatinin huyét (bénh nhin bj hep ding mach thiin mdt hojic hai
bén). Chire ndng thin ¢d thé hoi phye khi ngumg digu tr. Cin thin trong & bénh
nhinhep dong mach thim méthojc haibén,

+Tré em suy thin: : :

++Losartan khdng dircre khuyen cao & tré em o6 4§ lpe cu thin <30 mlphat /1,73
m.

++ Cin theo ddi thudmg xuyén chire ning thiin, djc bi¢t khi sit, mit nude co kha
ning lam gidm chirc ndng thin,

++Khdng ding ddng thér irc ché ACE vi losartan.

+Bénh nhin ghép thin: chura ¢ kinh nghigm.

+Crimp aldosteron nguyén phit: khing dap img véi losstan, _

+Bénh tim mach vanh va mach mdu nio:gidm huyét ap qua mire do thidu oxico thé
diin den nhoi miu cor tim hodie 4t quy

+3uy tim: |
++0 nhimg bénh nhiin bj suy tim, ¢ hodc khing co suy thin, o6 nguy co ha huyét
ap ding nmach niding vih suy thin (thremg cap tinh).

R —
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++Thin tromg & bénh nhan bj suy tim vi suy thin ning, ¢ nhimg bénh nhén by suy
tim nfing (suy tim 4 4 theo MY HA) cling nhu & nhimg bénh nhin b suy tim vaco
trigu chirng réi loan nhip tim de doa tirh mgng,
++Thin trong khi kéthop losartan vii chen beta,
+ Thiin trong & bénh nhén hep van déng mach chii vA van hai I, the nghén co tim
phi dai.
+Losartan khing duge ]y'u chon khi mdni bt i thai ki trirkhi can thiét, benh nhm
oo ke hnach miang thai can dl.rcrc dii thude didu trj ting hu}:ﬂ.-ﬁp an toan. Khi biétcd
thai ciin ngimg losartan ngay, vi bEldau]:r;:u phap!havthc thich hop.
+Phét hop vini thudc irc ché hé renin angtotenil naldosteron:
++ Sir dyng ddng thir céc chit tre ché ACE, ddi khang thy thé angiotensin 11 hojic
aliskiren Lim tAng nguy co hy huyét dp, tdng kali mau va suy gidm chire ning thin
tbmgﬁm suy thiin cip).
4+ Néu phéi hgp véi thude ire ché hé renin angiotensin aldosteron b hodn todn ciin
thiét, cén gidim sit chit ch thuimg xuyén chire ning thin, dién gidi vi huyét ap.
++ Thude trc ché ACE va dbi khing thy thé angiotensin 1T khong nén ding déng
thiri ¢ bnh nhiin bénh thin do dii thio duim
TACPONG CUATHUOC KHI LAIXE vi VAN HANH MAY MOC
Chra ci nghién ctru vé anh huimg i Iusanun trén kha ning i xe va h,m hinh
mity moe. Tuy nhién, tc -:h,mE. khong mong muon rhi ching mit, mét moi co thé
xdy ra, dfc bi¢t khi ting lidw, can thin trong trong nhimg tredmg hop ndy.
I.rmr TACTHUOC
- Dring chuny &tcﬁc'ﬂwﬁtkbéxscmhclamlin_g 1 c:rhahu}él
khéc, e chiing trim cam ba vong, thm[:cl 515.1,; logn 1k
amifostine,
Losartan chuyén hoa qua CYP 209 nén khi dung chung véi fluconazole ( fre ché
CYP2C9 ) lam gidm igo thanh ch.nchuy:n bt co hogt tinh khodng 50%, conding
chung véi fluvastatin(irc ché yéu CYP2C9) thi khdng dnh hurdmg,
[Xing chung losarian v rifampicin giam 40% nong dé chat chu}'ﬂ!‘i hida ¢b hoat
tinkh trong hu.w.i turomg.
Khing nén dm}g chung losartan vii céc thude sau vi co thé din dén ting kali huyrﬂ
thanh nhr: thude d6i khing thy thé angiotensin 11, thude girkali (thuoc lgi nigu tict
ki¢m kali, amilorid, triamieren, qplmnalact{m} h;w lim ting nong 49 kali (
he pan:n]. thude bu sung kali hay cac chatthﬁy thé muoi cd chira kali,
Can theo dii cin Ihin hitm hugmg lithi trong huyel thanh néw dimg phul hgp cac
i lithi vin thuée dii khan;, :hu théang:ummm IL.
Téc dyung :h:]mh ting huyét dp cia cic thudc dbi khing thy thé angiotensin 11 hodic
cie thude oo che ACE cb the g'tﬂmbm c&c NSAID kG eb cae thude e ché chon loe
COX-2, acid acetylsalicylic vii lieu chong viém.
Sir dp:ng ddng thiri l.hué déi khing thy thé angiotensin 11 hojic thude lgi tidu vi
thisde NSAID ¢o thé din dén tAng nguy co xiu di cia chire ning thin (suy thin cip
tinh}, va ting kali hmrci lhanh dic bigtlaonhimg bénh nhin bj suy gidam chire ning
thin tir trudee. 51z ket hgsp ciin thin trong, dic biét o ngu&mauwﬂ: ]'_J.umg,m cor thé o
trang thii cdn biing vé nude vil theo déi chire ndng thiin khi bit ddu diéu tri ddng
thir, vadjnh kv sau do.,
Dir ligu thir nghiém lim sing 43 chi ra ring phéi hop véi thude irc ché b renin
angiotensin aldosteron (RAAS) théng qua viéc sir dyng két hp e chit trc ché
ACE, ARB hay aliskiren lin quan vii mit tin sbrcao hom céic te dung phy nhr b
hu:.u.l dp, thng kali mau va suy giam chire nng thin (bao gom cd suy thin chp) so
v vige sudun%m minh RAAS.

Thufbc hl.l].r::l ap
Bactofen va

TAC DUNG KHONG MONG MUON
Tie dung phy Mure dij
"Tiing hu Tang huyét |Suy tim m ;
ipng yke | :h% ph'i!dgl 'lin!:iI r :éit:gﬂhiﬁ:‘izp
st trai dwimg tip 11
vl h&nh thiin
Rt togn man vit hi bach huyt
Thitu miu I | i“"—ﬂf’“l-! gap I
Roi logn hé thiin kinh
Chong miit Thwimg gip [Thwimg gip | Thuimg gip | Thuimg giip
Budn ng it gap
By diu It gip it gip
R loan gidc ngi it gap
Dj ciim Hiém gip
Risi Iogn tai vii be tai
Chéng mdt [Thirtmg gdp |Thuimg gip | |
Roi loan tim mach
Binh trong ngyc it gap
Bau thit ngyre It gip
Bar tinh i Hicm glip
Rung tim nhi Hiem gip
?:-D::I thiremg mach min Hiém gip
Roi loan mach miu
Tut huyétdp arthe [t glp | [Thimp gip | Thutmg gip
Roi logn his hip, ngye vi trung thit
Kho tha It gip
Hao it gip
Rbi logn tidu hod
Dau byng it gap
Téo bon it gip

Ty
Tiéu chiy it giip
Budn nén ft gap
Nan i t gip
Rii loan da v mb dudi da
Noi me day It glip
Mgira it gip
Phat ban it gap It gip
Roi logn hé tiét niéu va thin
Suy thin | Thurimg gip |
Rii logn chung vi tinh trang cic oo quan khic
Suy nhuge {it gap Thiimg ghp |l gip Thuimg gip
Mét moi it gip Thirimg gip it gip Thudmg gip
Pl né it gip
Nghién ciru
Tang kali miu Thudmg gip It glip Thuimg gip
amiorrnsierase (ALT {Hiém g3
Ting ure miw, creatinin
huyét thanh vi kali Thirdmg gip
it thank - — = | I
Ha duimg huyét Thuimg ﬂP
Bﬁoci.uphanﬂng o hai: sau khi thude duge cip phép huu hinh mlqum I:l‘l;m?.dé

tiep tye gidm uitcan béng lgi mhfnbu\r oo cia thude. Chn b v 1€ cln bio cho it ca
phin (mig cd hai vé Trung tim Quuc gia ho@ié Trung tim khu vire vé Thing tin thude
vii theo di phan img o6 hai ciia thude.
Th:al:::g hidio cho bie sinhimg tic dyng khiing mong mudn gip phai khi sir dyng
th

PHY NI'COTHAI VA CHO CON BU
Phy mir co thai: Ding cic thude tﬁc dl,!ng tryge tidp 1én hé théng remn-nngmlmﬁ!n
trong 3 thing gifta hodc 3 thang cudi thai k¥ ¢6 thé gy ton thuromg va tir vong cho
thai nhi, K-hi phét hién ¢é thai phai ngung ding losarian cing som cang 1.
Phl;f s eho can bii; Chua bidt tmartand‘uwbqh tiét vilo sita me khéng. Do khi ning
gy hai cho tré nhi bi me nén qu;.reldmh ngimg cho con bil hodic diing thude phai
tinhd tiim quan trong cla thuoe d6i véi ngurdi me.

SU'DUNG QUA LIEU
Trign chimg: D ligu quai lidéw 4 ngusin con han¢ ché. Biéu hi¢n qua licu hay gip nhdi
chthé i ha huyétip vi nhip tim nhanh, ¢ thé gip chiim nhip tim do kich thich thin
kinh doi glao i,
Bigu trj: Neu xiiy ra ha huyét ép trigu :hu‘ng. can tién hinh diéu tri hé . Ca
losartan v chiit Lhu:.ren héa cd hoat tinh déu khing thé loai bo duge bing. thim
phanméu,

BAQQUAN: Mo khi, dudi 30°C, trinh dnh sdng.

Dgh DUNG: 36 thing ké ir nga)f san xudt, Khing -;Iung thube qué han sir dyng.

NG GOI: Hjp4vix15viénnén bao phim. Hop 2 vix 15 vién nén bao phim.
TIEU CHUAN: Tiéu chudn nhd san xuat.

DE XA TAM TAY CUA TRE EM
THUOC NAY CHI DUNG THEO BON CUA BAC Si
POC KY HUONG DAN SUDUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN XIN HOI ¥ KIEN BAC si
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