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Hirgno diin sir dung thuoc:

FATEDIA

(Losartan Potassium 50 mg)

THANH PHAN: M3i vién nén bao phim chira:
Losartan potassiumm ......o.eeezn-s 50 mg

Td dicoc: Cellulose vi tinh thé, tinh bdt bip, cross carmellose natri, magnesi stearat, natri starch
glycolat, colloidal silicon dioxid, opadry white 33G2877, nude tinh khiét vira d

Doc kj hwdng dén sit dung triede khi diing. Néu cin thém thong tin xin héi  kién thay thube.

DUGC LY:

Angiotensin II tao thanh tir angiotensin I do enzym ACE (Kininase II) xtic tac, 12 mét chét co mach,
14 hormon chii yéu ciia hé théng renin- angiotensin-aldosterol, déng vai trd quan trong trong sinh ly
bénh hoc cla ting huyét ap. Angiotensin Il cfing kich thich vé tuyén thuong than tiét aldosteror.
Losartan va chit chuyén hoa chinh c6 hoat tinh dbi khang chon loc trong sw co mach va tiét
aldosteron clia angiotensin II bang cach ngan can ¢é chon loc angiotensin II, khdng cho gdn vao thu
thé ATl & co tron mach méu va tuyén thuong thin. Ca losartan va chét chuyén héa chinh ¢ hoat
tinh déu khong thé hién téc dung chii van cuc bd & thy thé AT1 va déu c6 4i luc véi thy thé AT1 Ién
hon nhifu (khoang 1000 14n) so v&i thu thé AT2. Nghién ctru trong phong thi nghiém cho ring
losartan 1 chit trc ché canh tranh, thuin nghich trén thu thé AT1. Chét chuyén héa ¢6 hoat tinh cia
thude manh hon tir 10 dén 40 1an so voi losartan tinh theo trong Iwong va 1a médt chit tic ché khong
canh tranh, thuin nghich cua thu thé AT1. Ca losartan va chét chuyén héa cé hoat tinh déu e ché
ACE (Kininas II, enzym trc ché men chuyén tir Angiotensin I thinh Angiotensin II, va thoai bién
bradykinin) ¢6 hosc khéng gan két hodc e ché thu thé cia cdc hormon khac hodc kénh ion quan
trong duogc biét dén trong diéu hoa tim mach.

Mic du tac dung ha huyét &p o ¢ nghia, nhung digu trj v6i losartan khong ¢6 ¥ nghia 1dm sang trén
mdt s6 bénh vé tim.

TINH CHAT DUQC PONG HOC:

Sau khi ubng, losartan hip thu tt, sinh kha dung vao khoang 33% chuyén héa bude ddu nhiéu qua
cac enzym cytocrom P450. No duge chuyén héa qua tac dong chuyén héa acid carboxylic héa duge
dap img dbi khang phén 1én thy thé Angiotensin II sau khi udng losartan. Khoang 14% liéu losartan
chuyén thanh chat chuyén héa ¢ hoat tinh. Ngoai nhiing chét chuyén héa carboxylic con nhigu chat
chuyén héa khdng hoat tinh. Nong d6 dinh trung binh cia losartan dat trong vong 1 gid va céc chét
chuyén hoa co hoat tinh trong vong 3-4 gid.

Losartan hip thu chdm khi ding chung v&i thirc an va giam nbng d6 dinh (Cmax) clia né nhng cé
tac dung nhe 18n AUC cia losartan va AUC ciia chat chuyén héa (khoang 10%). Nira ddi thai trir cia
losartan khoang 2 gior va ctia chét chuyén héa trong vong 6-9 gidr. Ca losartan va chit chuyén héa ¢é
hoat tinh déu lién két nhidu véi nhidu protein huyét tuwong (>99%). Losartan qua hang rao méu nio
rat it hogc hdu nhu khéng qua.

O ngudi xo gan tir nhe dén vira, dién tich duoi dudng cong AUC cla losartan va clia chét chuyén A‘}/
hoéa ¢ hoat tinh cao hon 14n lugt gdp 5 va 2 1dn so vét & ngudi bénh ¢6 chitc nang gan binh thudmg.
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Sau khi udng losartan, khoang 4% liéu duoc dao thai qua nude tiéu dudi dang khong dbi va khoang
6% la chat chuyén hoa hoat tinh dugc dao thai qua nudce tieu. Mot phan losartan va chat chuyén héa
dao thai qua mat.

CHI PINH:

Losartan duoc chi dinh diéu tri tang huyét 4p. N6 ¢6 thé ding don doc hodc két hop vai cac thudc tri
tang huyét ap khéc.

Bénh nhin ting huyét 4p kém phi dai tim that trii.

Losartan duoc chi dinh lam giam nguy co ddt quy & nhitng bénh nhén ting huyét 4p va phi dai tim
thét trai, nhung ¢6 bang chimg cho thay rang loi ich nay khéng 4p dung cho bénh nhan da den.

Bénh than & bénh nhin bénh tiéu dudng tuyp 2

Losartan duoc chi dinh dé diéu tri bénh than do tiéu duong voi creatinine huyét thanh ting cao va
protein niéu (ty 1& creatinin nuéc tiéu albumin > 300 mg / g) & bénh nhén tiéu duc‘mg tuyp 2 va tién
su tang huyet ap. Trén do1 tugng bénh nhén nay, losartan lam giam ty 1€ tién trién cia bénh than
duge do bing su tang gép dbi cua creatinin huyét thanh hoac két thic giai doan bénh than (can chay
thén hoac ghép than).

Bénh nhan ting huyét ap ¢6 kém dai thao dwong tuyp 2 va bénh than.

LIEU DUNG VA CACH DUNG:
Thubc nay chi diing theo sw ké don ciia thay thuéc.

Liéu dung tuy thudc timg ngudi bénh va phai diéu chinh theo d4p tmg huyét ap. Liéu khoi dau cta
losartan thuomg dung cho ngudi 16n 1a 50 mg mdi ngay; c6 thé ding lidu khoi dau thdp hon (25 mg
/ngay) cho ngudi bénh ¢ kha nang mat dich trong 1ong mach, ké ca ngudi dang dung thudc loi tidu,
hodc suy gan.

Ting huyét 4p
Vién losartan nén duoc uéng véi 1 ly nuée va c6 thé ubng chung hoic khong chung véi thirc in

].iéu khoi ddu va duy tri théng thuong cua losartan 14 50 mg mot 1an/ngay cho hau hét bénh nhan.
Hiéu qua ha huyét ap to1 da dat duge tu 3-6 tuan sau khi bat dau dieu tri. Losartan o the su dung
chung véi céc thude ha huyet ap khac, dac biét voi thuoc loi ticu.

Bénh nhén tang huyét ap kém dai thao dwong tuyp 2 véi protein niéu > 0,5 g/ngay

Liéu khéi ddu thong thuomg 1a 50 mg losartan mot lan/ngay. Liéu nén duoc ting 1én 100 mg mét
lan/ngay dua trén dép Ung cua huyét ap. Losartan ¢ thé dung chung véi insulin va cac thudc ha
dudmng huyét thong thuong khac (vi du sulfonylurea, glitazon va thude 1rc ché glucosidase).

Giam nguy co ddt quy ¢ bénh nirdn phi dai tAm thit trai

Liéu khoi dau thong thutmg 1a 50 mg mét 1an mdi ngay. Mot 1iéu~ thép hon cla hydrochlorothiazid nén

duoc thém vao va/hodc ting liéu cia losartan dén 100 mg mét lan moi ngay dua trén dap tmg cua huyét ap.
CHONG CHI DINH:

Qua man véi hoat chét va bat ky thanh phan nao cia thudc.

Phu nit mang thai & 3 thang gitta va 3 thang cudi cua thai ky. A%’

Ngudi suy gan nang.
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CANH BAO VA THAN TRONG:

Tang huyét 4p
Phi mach. Bénh nhén c6 tién sir phit mach (sung mat, moi, hong va/hodc [udi) nén duge theo ddi
can thén.

Ha huvét 4p va mét cin bang dich va dién giai

Ha huyét ap triéu chimg, nhét 1a sau khi ding liéu dau tién va sau khi tang lidu, c6 thé xay ra & bénh
nhén ma giam luu gitt mudi nwde do didu tri véi thube loi tidu manh, ché d6 an kiéng mudi, tidu
chay hodc nén mira. Phai diéu chinh nhitng tinh trang nay truéc khi dung losartan, hodc lidu khoi
dau thép hon nén dugc st dung. Nhitng didu nay ciing duoc ap dung cho tré em.

MAt can bing chit dién giai

M4t cn bing chat dién giai phd bién trén bénh nhan suy than, c6 hoic khong c6 bi tiéu dudmng, nén
duroc theo dai. O thir nghiém 14m sang tién hanh & bénh nhén dai thio dudng type 2 ¢6 bénh thén, ti
1é ting kali huyét & nhom diéu tri véi losartan cao hon nhém gia duge. Vi vay, ndng d6 Kali trong
huyét thanh cling nhu gia tri 46 thanh thai creatinin nén dugc theo doi can than, ddc biét & bénh nhan
suy tim va do thanh thai clearan tir 30 -50 ml/phit nén duoc theo dbi cn than.

Dung chung véi thude loi tidu tiét kiém kali, thuc pham bd sung kali va kali chita mubi thay thé véi
losartan khong dwoc khuyén nghi.

Suyv chirc ndng gan

Dua trén dir liéu duge dong hoc chirng minh ting c6 y nghia nbng do losartan trong huyét thanh &
bénh nhan bi bénh xo gan, lidu thip hon nén duoc xem xét & bénh nhén c6 tién st suy gan. Khong
¢6 kinh nghiém diéu trj losartan & bénh nhén suy gan. Vi véy losartan khong ding cho bénh nhan
suy gan nang.

Losartan khong khuyén nghi ding cho tré em bi suy gan.
Suy thén

Do hiu qué cta trc ché hé théng renin -angiotensin, thay ddi chitc ning than bao gdm suy thin da
duoc bao cdo (ddc biét, bénh nhdn ma chirc ndng thin phu thudc vao hé renin angiotensin
al dosterone nhu 1a suy 11 dng ot & o6 suy than aude Jay va hign nay) Nhu nhitng thade
tc dong 1én hé renin -angiotensin -aldosteron, tang ure trong mau va creatinin huyét thanh da duoc
bdo cdo & bénh nhédn bi hep déng mach thdn hai bén hodc hep dong mach thidn & nguodi chi c6 mdt
than; nhitng thay dbi chirc nang than nay cé thé dwge hdi phuc khi ngtimg diéu trj. Losartan nén sir
dung thén trong & bénh nhan bi hep dong mach than hai bén hoac hep dong mach than & nguoi chi
¢6 mot than.

St dung & bénh nhin nhi bi suy than

Losartan khong khuyén nghi dung cho tre em c6 téc d6 loc cu than < 30 mi/ phut/ 1,73 m” béi vi
khong c6 dir liéu [am sang.

Chtre nang thin nén duge theo ddi thuong xuyén trong thoi gian diéu tri véi losartan bai vi né ¢ thé
lam n&@ng thém suy than. Dadc biét khi losartan dung cho ngudi c6 bicu hién khac (s6t, mat nudc) cod
kha niang anh huéng dén chirc nang than.

Ding ddng thoi losartan va thude trc ché ACE cho thdy lam suy chitc ndng than. Vi thé, khong

khuyén nghi dung chung. A%/

Bénh nhéan ghép than
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Khéng ¢6 kinh nghiém & bénh nhén ghép thin gin day.

Tang aldosteron nguyén phéat

Bérh nhan ting aldosteron nguyén phét théng thuong khdng dap vmg voi thude tri tang huyét ap tac
dung thong qua trc ché hé renin -~angiotensin. Vi vdy, khéng khuyén nghi ding losartan cho nhimg
bénh nhan nay.

Bénh mach vanh va bé&nh mach méu nio

Nhu bét k¥ thudc tri tang huyét &p ndo, ha huyét ap quéd mic 6 beénh nhan thiéu mau co tim cuc bd
va bénh mach mau nfio ¢ the din t&i nhdi mau co tim hoic dgt quy.

Suy tim

Khéng ¢6 kinh nghiém diéu tri ddy d losartan & bénh nhéan bi suy tim va déng thed suy than ning, &
bénh nhdn suy tim nidng (d¢ IV theo NYHA) cling nhu bénh nhén suy tim va tri¢u chirng loan nhip
tim de doa tinh mang. Vi vdy, losartan nén dung véi su thén trong trén nhimng nhoém bénh nhéan nay.
Neén than trong khi diing két hop losartan véi thudc chen thy thé beta.

Hep d6ng mach cht va van hai l4. bénh co tim phi dai

Nhur céc thube gidn mach khée, nén st dung thén trong & bénh nhin hep déng mach chu va van hai
14 hodc bénh co tim phi dai.

Str dung & phu nit ¢o6 thai va che con bil:

Khéng khuyén nghi sir dung losartan trong 3 théng diu cta thai ky. Chéng chi dinh dung losartan
trong ba thang gilra va ba thang cudi cia thai ky.

Khong biét rang losartan ¢6 duge dao thai qua sita me hay khong, nhung vi nhidu thude duge bai tiét
qua sira me va kha nang tdc dung phu c6 hai 1én tré dang b me, nén can phai quyét dinh xem nglmg
cho con bt hay ngimg thubc, phai tinh dén tim quan trong ciia thudc doi v6i ngudi me.

ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC:

Khdng cé nghién citu anh huéng cia thube 1én kha nang Iéi xe va van hanh méy méc duge thie
hién. Tuy nhién, khi 141 xe va van hanh may moc pha1 nhcr rang budn ngd va hoa mét c6 thé xay ra

o

ki done shube try thnug *lm,. ap. ade %8t khi khot dhu it 1 hode kbl mdi téng Jidu.

TAC DUNG PHU:

Céc tac dung phu d8 dugc bdo cde voi losartan, chua duge danh gia nguyén nhan nhw sau:
Déu higu toan than: Pau ngie, phit mit, s6t, ha huyét ap thé dimg, ngit.

Tim mach: Pau thit ngue, loan nhip tim bao gém: rung nhi, nhip tim cham, nhip thit nhanh, rung
that, ha huyét 4p, nhdi mAu co tim, chen nh that do 2.

Tiéu héa: Chan in, tao bon, dau rang, khd miéng, kho néu, day hoi, viém da day, ndn mita.
Huyét hoc: Thiéu mau. Tang kali huyét,
Chuyén héa: Bénh git.

Co xwong: Pau tiy xuong, dau khép, viém khdp, dau nhie co, dau hong, sumg khép, dau dau géi,
dau chén, chuét rt, véu co, dau co xuong, dau vai, co cing.
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HE¢ théng thin kinh/ tém than: Lo Au, bdn chén, mat dieu hoa, 10 1an, suy nhuge, 4c mdng, gidm
cam gidc, mat ngu, giam ham mubn, giam tri nho, dau nira dau, nong nay, hot hoang, ngu git, budn
ngu, rung, chdng mat.

Hé hap: Kho thd, chay méau cam, sung huyét mill, viém héu, sung huyét duong thé, viem miil, vi€m
xoang.

Da: Rung toc, viém da, kho da. ban d6. nhay cam énh sang, ngaa, dé mo hdi, mé day.
Cidc gidc quan dic bigt: M© mit, néng/nga mat, viém két mac, gidm thi luc, mat vi giae, 0 tai.

Than- nigu- sink duc: Liét duong, tiéu dém, tidu nhiéu, viém duong tieu. Nhiem khuin dudng niéu,
ting nhe creatinin hay ure

Théng bdo cho thay thudc nhitng tdc dung khong mong mudn gip phdi khi sit dung thuoc.

TUONG TAC THUOC:

Céc thube tri tang huyét ap khée ¢6 thé téng tac dung ha huyét ép ctia losartan. Céc chit gdy ha huyét
ap nhur thudce chong tram cam 3 Vong, thube tri rdi loan t4m than, baclofen, amifostin: St dung dong
thei v6i nhimg thude nay 1am huyét dp thép, nhur 14 tae dung chinh hodc 13 tac dung phu, cé thé lam
ting nguy co ha huyét ép.

Losartan digc chuyén héa chi yéu qua cytochrom P450 (CYP) 2C9 thanh chét chuyén hoa acid
carboxy ¢6 hoat tinh. Trong mét thr nghiém 1dm sang cho thdy fluconazol (i ché CYP2C9) giam
luong chit chuyén héa cé hoat tinh khoang 50%. Khi ding ddng thoi losartan voi rifampicin (chat
cam mg enzym chuyén héa) 1am giam 40% ndng d6 chir chuyén héa c6 hoat tinh trong huyét thanh.
Y nghia 14m sang ciia twong tae nay van chua duge biét.

Ubng losartan cing véi cimetidin lam ting AUC cilia losartan khoang 18% nhumg khéng anh hudng
dén duoge ddng hoc cua chét chuyén hoa ¢é hoat tinh cia losartan.

Ubng losartan ciing véi phenobarbital 1am giam khoang 20% AUC cua losartan va ctia chit chuyén
hoa 6 hoat tinh.

Cting nhur cde thude khac chen angiotensin I hoiic chét cé tac dung tuong tu, sir dung dong thoi voi
cac thude khéc chua kall (vi du thude loi tiéu tiét kiem kali: amilorid, triamteren, splronolacton)
hoac thude lam ang r‘onso 4 lali Pl du n:,parln), thye pham be sung kafi hode mudi thay the chirz
kali c6 thé gdy tang néng dd kali trong huyét tuong. Khéng thich hop ding nhimg thubc nay véi
nhau.

Tang c6 hoi phuc ndng d6 lithivm trong huyét thanh va ngd doc da duge béo cdo khi ding chung
lithivm v&i thude e ché ACE. Rét hiém nhimg trudng hop duge bdo cdo véi thude e ché thu thé
antiotensin II. Nén thén trong khi dung chung lithium va losartan, Néu cin thiét két hop, phéi theo
déi ndng d6 lithium trong huyét thanh khi ding chung hai thude nay.

Khi thudc trc ché angiotensin II ding déng thid véi thube NSAID (vi du thude v ¢ché COX -2 chon
loc, acid acetylsalicylic & liéu khang viém va NSAID khéng chon loc), 1am yéu di tac dung ha huyét
ap cb thé xay ra. Ding chung thudc e ché angiotensin 1I hodic thude loi tiéu va thubc NSAID c6 thé
lam tang nguy co gidm chire ning than, bao gdm c6 thé suy than czip, va ting ndng &6 kali trong
huyét thanh, dac biét ¢ bénh nhin suy chirc néng than trudc day. Nén thin trong khi két hop cac
thude nay, dac biét & ngudi 1ém tudi.
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DUNG QUA LIEU:
Gay tir vong ghi duoc & chudt nhit va chudt 16n sau khi ubng lidu 1000mg/kg va 2000mg/kg, 1an
lugt gép 44 va 170 1an, lidu khuyén cdo 16n nhét & ngudi dua trén mg/m®.

Tu liéu vé qua lidu trén ngudi con han ché. Biéu hién hay gap nhét vé qua lidu 12 ha huyét 4p va nhip
tim nhanh, ciing c6 khi gép tim d4p chdm do kich thich ddy pho giao cam (day than kinh phé vi). Khi
ha huyét 4p triéu chung xay ra, cin c6 bién phap diéu tri hd trg. Khong thé loai bé losartan va cac
chét chuyén hoéa cé hoat tinh cta thude nay béng thim phéan loc mau.

BAO QUAN:
Bao quan dudi 30°C noi kho rdo. Tranh &nh séng.

Dé xa tim tay tré em.
HAN DUNG: 36 thang ké tir ngay san xuat.
QUY CACH PONG GOI: Hép ¢6 30 vién nén bao phim (3 vi x 10 vién nén).
TIEU CHUAN CHAT LUQNG: Duogc dién My 34.

San xuat boi:

WINDLAS BIOTECH LTD.

PHO €UC TRUONG

Niayin Vit Slimg
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