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- HUONG DAN SU DUNG /y} fji

Thubc nay chi ban theo don ciia Béc s§. Poc k§ hudng dan sir dung trude khi dung
Mubn biét thém thong tin chi tiét phai hoi y kién cta Béc s§.

LOSATRUST-50

(Vién nén Losartan, dang mudi kali, USP 50 mg)

THANH PHAN:

M3i vién nén bao phim c6 chira:

Hoat chéit: Losartan (dang mubi kali) USP 50 mg

Ta dugc: Microcrystailine cellulose, lactose, tinh bdt ngd, natri laury] sulfat, tinh bdt tién gelatin hoa,
croscramellose natri, Polyethylen glycol 6600, magnesi stearat, sheilac bleached, crospovidon, polyvinyl
pyrrolidon K-30, isopropyl aicohoi, hydroxypropyl methyl cellulose, taic, methy! paraben, propy! paraben,
natri starch glycolat, titan dioxid, lake of ponceau 4R, colloidal anhydrous silica,

DANG BAO CHE: Vién nén bao phim.

TRINH BAY:
Vi nhém chira 10 vién, 3 vi trong mdt hap carton v&i 01 t& huéng dén sir dung thube.

DUQC LUC HOC:

Losartan }a chat dAu tién cta nhom thudc chbng ting huyét 4p mdéi, 86 12 mot chét 4bi khang thy thé
{typ AT)) angiotensin IL

Angiotensin ]I, tao thanh tir angiotensin | trong phan (mg do enzym chuyen angiotensin (ACE) xic
tac, 12 mét chit co mach manh; d6 12 hormon kich hoat mach chi yéu cta hé thong renin -
angiotensin, va 1a mdt thanh phén quan trong trong sinh Iy bénh hoc cua tang huyét ap. Angiotensin
I ciing kich thich vé tuyen thurgng thén tiét aldosteron.

Losartan va chit chuyen héa chinh cd hoat tinh chen tdc dung co mach va tiét aldosteron cla
angiotensin II bing cdch ngan can cé chon loc angiotensin 11, khong cho gén vao thu thé AT, ¢6
trong nhiéu mé (thi du co tron ‘mach mau, tuyén thuong than}. Trong nhiéu mé, ciing thiy c6 thu
thé AT, nhung khéng 15 thy thé nay c6 lién quan gi dén didu hoa tim mach hay khong. Ca losartan
va chit chuyen hoéa chinh ¢o hoat tinh deu khéng biéu 19 tic dung chi vén cye bo & thy thé AT, va
deu c6 ai lue voi thy thé AT, 16n hon nhiéu (khoang 1000 14n) so véi thu thé AT,. Losartan la mét
chét irc ché canh tranh, thudn nghich cta thu thé AT,. Chat chuyén héa c6 hoat tinh cia thudc manh
hon tir 10 dén 40 l4n so véi losartan, tinh theo trong luong va 1a mét chit e ché khong canh tranh,
thuan nghich ctia thy thé AT,. Céc chat déi khang angiotensin 11 cling ¢o cac tac dung huyét ding

hoc nhu céc chat e ché ACE, nhumg khéng c6 tic dung khdng mong mudn phd bién coa cac chét
trc ché ACE 14 ho khan.

DUQC DPONG HOC:

Sau khi ubng losartan dwoc hip thu tdt va bi chuyén hoa bude diu qua gan nho CYP 450. Sinh kha
dung xap xi 33%. Nira doi thai trir cua losartan khoang 2 gio, va clia chét chuyén hoa khoang 6 - 9
gidr. Nong d6 tbi da trung binh cta losartan va cac chat chuyén héa ¢6 hoat tinh dat dwgc khoang 1
gid va 3 - 4 gid. Losartan va cac chét chuyén hoa cd hoat tinh déu gan véi protein huyét twong hon
99%, chu yeu 1a albumin. Khoédng 40% cua iiéu udng dugc bai tiét dudi dang khong bién déi va
khoang 60% dugc bai tiét dudi dang chat chuyén héa cé hoat tinh qua nude tidu.
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CHI DINH:

Vién LOSARTRUST-50 duoc chi dinh diéu tri tang huyet ap. Thuoc dioc ding riéng 1& hodc két
hop véi céc chét chdng tang huyét 4p khac (thi du thude lgi tiéu thiazid). Nén ding losartan cho
nguoi bénh khong dung nap duge céc chit Gc ché men chuyen angiotensin (ACE). Losartan dang
duge thir nghiém trong diéu trj suy tim. Day 1a igi diém lém cua céc loai doi khang thy thé
Angiotensin, nén cling cé thé ding diéu tri suy tim gidng nhw cac chi dinh cta thube e ché ACE.

CHONG CHI PINH:

Chéng chi dinh Losartan cho:

Phu nit ¢6 thai va cdc ba me dang cho con b

Nhitng ngudi man cam vi bit ¢ thanh phén nao clia vién thudc. Je
<r
b4

CANH BAO & THAN TRONG:

Qud mdn: Phix mach.

Ha huyet 4p va mét cin bang d;ch/ dién gidi: Nhimng bénh nhan bi mét nhiéu dich (nhu nhitng ngum
dang dleu trj voi lidu cao cac thube loi tidu), c6 thé xdy ra triéu ching ha huyét ap. Nhitng ngudi
nay cdn didu chinh lai liéu hodic dung liéu kheri dau tbap hon.

Viée ding losartan cho nhimng bénh nhén bi bénh tic nghén mach hodc bénh co tim chua dugc
nghién ciru k¥, do d6 phai than trong khi st dung cho nhitng bénh nhén nay.

Suy gan: Cac dir hiéu duge ddng hoc cho thay nong d9 cua losartan trong huyet tuong tang dang ké
& nhitng bénh nhén bi xo gan, do d6 phai giam liéu cho nhimg bénh nhan tién si bi bénh gan.

Suy chirc nang than: Do ¢ ché hé thong renin-angiotensin-aldosteron nén thudc lam thay ddi chic
nang thin mdt cach déng ké, mét sb trwong hop suy thin d& dugc béo cdo (dic biét & nhitng bénh
nhan ma chirc nang than phu thudc hé thdng renin-angiotensin-aldosteron nhu nhimg ngudi bi suy
tim néng hodc trudc do da bi suy chirc nang thén).

Gidng nhu nhitng thudc tac dung trén hé thdng renin-angiotensin-aldosteron, di cé bdo céo losartan
lam tang nong do uré huyét va creatinin trong huyét thanh & nhitng bénh nhén bj hep dong mach
than ca hai bén hodc mdt bén; nhitg thay d6i chirc nang than c6 thé phuc hdi sau khi ngimg diéu
tri.

Tang kali huyét: Téng kalt huyét c6 thé xay ra, dic bidt & nhitng bénh nhéan bi suy th{a}n ¢ hoic
khéng kém theo dai thdo dudng hodc nhimg ngudi dang sir dung déng thdt voi nhitng thudce ¢é chia
kali, hodc lam tang ndng do kali (nhu: nhiing thube lgi tiéu gitr-kali, nhimg thude bo sung hodc cac
chét thay thé mudi ¢6 chira kali).

Tdc dung gdy ung thu: Nhiéu nghién ciru vé tac dung gay ung thu cha céc chat e ché thy thé
angiotensin i cia co quan st dung thubc va thuc pham ciia My (FDA), cho thiy khéng ¢ su tang
nguy co gdy ung thu giita nhom sit dung chit &rc ché thy thé angiotensin Il véi nhém so sanh (sit
dung gia dugc ho&c hoat chét da duoc kiém soat). Ty 1é ung thu méi phat sinh tuong duong gitta 2
nhém, khéng ¢6 sur khdc nhau gitta cac nhém vé ty 1€ tir vong do ung thu, ung thu vi, ung thu phdi,
ung thu tuyén tién liét. Dua trén nhimg két qua nghién ctru va dir lidu cia cdc taf liéu hién hanh,
FDA két ludin ring cac chat (rc ché thu thé angiotensin II khéng lién quan 1&i nguy co gdy ung thu.

Sir dung cho phu nit ¢6 thai va cho con bu:

Diing trong thai ky ¢6 thai: Phéan loai C va D.

Dung cac thude ¢6 tac dung truc tiép 1én hé thdng renin-angiotensin trong 3 thang gitra va 3 thang
cudi cla thai ky, c6 thé gdy ton thuong cho bao thai hogc thdm chi gy tir vong bao thai. Khi phat
hi€n ¢ thai phai nglrng ngay losartan cang sém cang tbt.

Khong 18 losartan ¢ bai tiét qua stra me hay khong. Tuy nhién ndng 46 déng ké cua losartan va
chét chuyén héa ¢ hoat tinh cua thude c6 trong sira cia chudt. Do tidm néng ¢6 hai cho tr¢ nho
dang ba me, phai quyét dinh ngimg cho con bu hodc ngung thudc c6 tinh dén tm quan trong cla
thude dbi véi ngudi me.

ANH HUONG TOt KHA NANG LAI XE VA VAN HANH MAY MOC:
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Thudc ¢6 thé gdy ha huyét ap va chodng vang, chong miat do d6 can than trong khi lai xe hodc vén
hanh may.

TAC DUNG KHONG MONG MUON:

Phan 16n cac tc dung khéng mong mudn déu nhe va mét dan véi thoi gian. Eury
\ D
Thuong gdp, ADR > 1/100
Tim mach: Ha huyét 4p. ::
Thaén kinh trung wvong: Mat ngu, choang vang.
Nbi tiét - chuyén héa: Tang kali huyét. =%
-

Tiéu hoa: fa chay, khé tiéu.

Huyét hoc: Ha nhe hemoglobin va hematocrit.

Thén kinh co - xuong: Pau lung, dau chan, dau co.

Than: Ha acid uric huyét (khi dung liéu cao).

Hb6 hép: Ho (it hon khi dung cac chét trc ché ACE), sung huyét mili, viém xoang.

It gap, 171000 < ADR < 1100

Tim mach: Ha huyét 4p thé dimg, dau ngirc, bléc A - V d6 11, tedng ngue, nhip chdm xoang, nhip
tim nhanh, phu mat, 46 mat.

Than kinh trung uong: Lo au, mét diéu hoa, 14 14n, trdm cam, dau nira déu, dau déu, rdi loan gidc
ngl, sbt, chéng mat.

Da: Rung t6c, viem da, da khd, ban do, nhay cam anh sang, ngita, may day, vét bam, ngoai ban.

Nbi tidt - chuyen hoéa: Bénh gat. '

Tiéu héa: Chan an, tao bon, déy hoi, ndn, mat vi gidc, viém da day. JZ

Sinh duc - tiét niéu: Bt luc, giam tinh duc, dai nhiéu, dai dém.

Gan: Tang nhe céc thir nghiém vé chirc ning gan va tang nhe bilirubin.

Than kinh co xuong; Di cam, run, dau xuong, yéu co, phi khép, dau xo co.

Mat: Nhin m&, viém két mac, giam thi luc, nong rat va nhirc mit.

Tai: U tai.

Thén: Nhidm khudn duong niéu, tAng nhe creatinin hodc uré.

Hé hdp: Khé thd, viém phé quan, chdy mau cam, viém mii, sung huyét duong thé, kho chin &
hong. .
Cac tac dung khéc: Toat md hdi.

“Bdo cho Bic sy cia ban trong trudmg hop céd bat ky tic dung khéng mong muon nao lién
quan téi vige dimg thudc”

TUONG TAC THUOC:

Khong thiy tuong tic cé ¥ nghia 1am sang cta thude voi hydrochlorothiazid, digoxin, warfarin,
ketoconazol. e
Udng losartan ciing v&i cimetidin 1am tang dién tich duéi dudng cong (AUC) cua losartan khoang
18%, nhung khong anh hudng dén duge dong hoc cia chét chuyén héa cé hoat tinh cua losartan.
Udng losartan cling v&i phenobarbital lam giam khoang 20% AUC cia losartan va ciia chat chuyén
héa cé hoat tinh.

Gidng nhu nhimg thudc (c ché angiotensin II khac, khi dung ddng théi losartan véi nhitng thube ¢6
chira kali, hodc 1am ting ndng d6 kali (nhu: thude loi tiéu giit kali, thude bd sung hodic cac chét thay
thé mudi c6 chira kali) c6 thé lam tang kali trong huyét thanh, do d6 khéng duge ding ddng thii cac
loai thude nay.

Fluconazol: Lam giam ndng d6 trong huyét tuong cuia cdc chét chuyén hoa ¢ hoat tinh cua losartan
va lam téng ndng do trong huyét twong cua losartan da duoc bao Céo.

Thuéc chong viém khong steroid (NSAID): Tuong téc déng ké vé dugc luc hoce (lam giam téc dyng
ha huyét ap) khi cac chét rc ché thy thé angiotensin II sir dung dbng thoi voi thube chbng viém
khéng stermd (bao gdm ca nhitng chét irc ché chon loc cyclooxygenase 2(COX-2).

Cé thé gay tdn thuong chire ning thén & ngudi cao tudi, ngudi bi mét nhiéu dich (bao gom nhimg
ngudi dang sir dung dong thoi thude lgi tiéu), hogc nhitng ngudi suy than. Do d6 can kiém tra thin



dinh ky cho nhimg ngudi sir dung ddng thoi losartan véi cac thube chbng viém khéng steroid (gdm
ca nhitng chit rc ché chon loc cyclooxygenase-2 (COX-2).

Rifampin: Lam giam ndng do losatan va cac chit chuyén héa co hoat tinh khi losatan kali duge
diing déng thoi véi rifampin.

LIEU LUQNG VA CACH Dl‘JNG:
Liéu khoi dau va duy tri cho hdu hét bénh nhan 13 50 mg/ 1 lan/ ngay. Tac dung ha huyét ap t6i da
dat dugc 3-6 tuln ké tir khi bt diu diéu tri. Mot sb bénh nhan ¢ thé can téi 100 mg/ 1 13n/ ngay
méi du dép ing.

St dung cho ngudi cao tudi:

Nhimg bénh nhéan dudi 75 woi: Khong can diu chinh liéu khoi dau cho nhom bénh nhén nay.

Sir dung cho ngudi trén 75 tudi: Cho dén nay kinh nghiém l4m sang d6i voi nhom bénh nhén nay
con han ché, nén dung lidu khoi dau 13 25 mg/ 1 14n/ ngay.

Str dung cho nguoi suy chuc nang thén:

Khong can diéu chinh liéu khoi déu cho nhitng bénh nhéan bi suy thin nhe (thanh thai creatinin 20-
S0 ml/ phat). DSi véi nhitng bénh nhin suy thin mirc d6 tir trung binh téi ning (thanh thai creatinin
it hon 20 ml/ phut) hodc nhimg bénh nhén dang thim tach. Lidu khoi du 12 25 mg/ 1 tan/ ngay.

Sir dung cho nhimg bénh nhan bi mét nhidu dich: Nhitng bénh nhin bi mit nhiéu dich (nhu: nhimg
ngudi dang dung lidu cao cac thude lgi tléu) lieu khoi dau 12 25 mg/ 1 1an/ ngay.
Str dung cho ngudi suy gan: Cén ding lidu thap hon cho nhiing bénh nhan nay.
Losartan c6 thé diing két hop vdi cac thube chong ting huyét ap khac.

Khong phdi hop losartan véi céc thu‘oc trc ché ACE.

Losartan c6 thé udng khi d6i hodc udng trong bita an.
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QUA LIEU:

Nhimg tai Jiéu vé qua liéu trén ngudi con han ché. Triéu ching hay gip nhét caa qué lidu co thé 1a
ha huyét 4 ap, nhip tim nhanh; ohip tim cham ciing co thé xay ra do sy kich thich than kinh di giao
cam (ddy than kinh phé vi). Néu xay ra triéu ching ha huyet ap, phai didu tri hd tro.

Khéng thé loai losartan va chat chuyén héa c6 hoat tinh bang tham tach mau,

TIEU CHUAN: nha san xuit.

HAN DUNG: ’
36 thang ke tir ngdy san xuat.
Khong dang thuée qua han cho phép.

BAO QUAN:
Giir & noi kho va 81, nhiét a6 dudi 30°C,. .
DE THUOC XA TAM TAY TRE EM. ,":‘
: J f' '} i ‘
Tén va dja chi nha san xuit: J © =
Centaur Pharmaceuticals Pvt. Ltd. \
Dia chi: Plant I, Plot No.3, Tivim Industrigl Es
S6 dién thoai: 00-91-22- 66499100 7
S6 fax: 00-91-22-66499108
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