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Rx Thué'c bdn theo don GMP-WHO
LOSARTAN 25

CONG THUC:

KallTosaetan ..oinisvuiiiinan 25 mg.

Téd duge: Tinh bot ngd, avicel PH101, lactose, DST loai A, povidon K30, talc, magnesi stearat,
aerosil, quinolin yellow vira di 1 vién nén.

DANG BAO CHE: Vién nén.

QUY CACH PONG GOI: Hop 3 vi x 10 vién.

DUQC LYC HQC:

Ma ATC: C09CAO01

Nhém dugc 1y: Chat d6i khang thu thé AT1 ciia angiotensin IT

Losartan va chdt chuyén héa chinh cé hoat tinh chen tdc dung co mach va ti€t aldosteron cia
angiotensin I bing cdch ngan cdn c¢6 chon loc angiotensin II, khong cho gdn vao thu thé AT c6 trong
nhi€u m6. Losartan 1a mt chat e ché canh tranh, thudn nghich cilia thy thé AT;. Ch4t chuyén héa c6
hoat tinh manh hon tir 10 d€n 40 14n so véi losartan, tinh theo trong lugng va 1a mot chat e ché
khéng canh tranh, thuin nghich ciia thu thé AT,.

Cdc chat d6i khdng angiotensin II ciing ¢6 tdc dung huyét dong hoc nhw cdc chit ttc ché ACE, nhung
khong c6 tdc dung khong mong mudn phd bién cita cdc chat wc ch& ACE 14 ho khan.

DUGC PONG HQC:

Sau khi udng, losartan hap thu t6t va chuyén héa bude ddu nhidu qua gan nhd cdc enzym cytochrom
Paso. Khd dung sinh hoc cda losartan xap xi 33%. Khodng 14% liéu losartan u6ng chuyén thanh chat
chuyén héa c6 hoat tinh, chat ndy dim nhiém phin 16n tinh d6i khdng thu thé angiotensin II. Thoi
gian bdn thdi cda losartan khodng 2 gid, clia chdt chuyén héa khodng 6 — 9 gid. Néng d6 dinh trung
binh cda losartan dat trong vong 1 gi® va cla chat chuyén héa c6 hoat tinh 1a trong vong 3 - 4 gid.

Cé losartan va chét chuyén héa c6 hoat tinh déu lién két nhidu vdi protein huyét tudng, chi yéu 13
albumin va chiing khéng qua hiang rio mdu — nio. Thé tich phdn b ciia losartan khodng 34 lit va clia
cha't chuyén héa c6 hoat tinh khodng 12 lit,

B0 thanh thdi toan phin trong huy€t twong ciia losartan 1a khodng 600 ml/phiit va ciia chdt chuyén
héa c6 hoat tinh 12 khodng 50 ml/phiit. B$ thanh thdi ciia ching & thin tudng ng véi khodng 75
ml/phiit va 25 ml/phuit.

O ngudi bénh xd gan t¥ nhe dén vira, dién tich dudi dudng cong (AUC) ctia losartan va ciia chit
chuyén héa c¢6 hoat tinh cao hon, twong wWng gip 5 14n va 2 l4n so vdi & ngudi bénh cé gan binh
thudng.

CHI PINH:
- Di€u trj ting huyét dp: C6 thé dung don déc hodc phéi hgp véi cdc thube chong ting huyét 4p khdc. P>
Nén dung losartan cho ngudi bénh khong dung nap dudc cdc chat e ché ACE,

Higu qud 5i da dat dugc trong khodng 3 dén 6 tudn sau khi bt ddu diéu tri,

- Pi€u tri bénh thin & bénh nhin tdng huyét 4p va ddi thdo dudng type II c6 protein niéu > 0,5
g/ngay.

- Di€u trj suy tim: Losartan ¢6 thé sit dung trong phdi hgp trong di€u tri suy tim.

- Gidm nguy cd dot quy & bénh nhan ting huy&t 4p ¢6 phi dai thit trdi.

CHONG CHi PINH:

- Qud min véi losartan hodc ba't ky thanh phdn nio cia thudc.

- Phu nit ¢6 thai.

- Suy gan ning.

- Stt dung déng thdi vdéi Aliskiren trén bénh nhén tiéu dudng hodc suy thin (GRF < 60ml/min/1.73
m?2).
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THAN TRONG:

- Losartan gdy phdn wWng qud min: Phit mach, bénh nhin c6 tién si phdt mach (sung mit, mdi, cd
hong, va/hodc 1uGi nén dugc theo doi chit ché.

- Ha huyét 4p, 16i loan dién gidi: Bénh nhan bi mit nudc (nhu bénh nhin dang diéu tri bing thudc Igi
ti€u liéu cao) va bénh nhin cé nhitng y&u 6 khdc c6 thé bi ha huyét 4p, cdn diéu chinh hién tugng
mét nudc trude khi bit ddu diéu tri vdi losartan hodc st dung liéu khdi ddu thap, theo dbi chit ché.

- Mat cin bing dién gidi: Vi c6 thé xdy ra ting kali huy€t nén cin ki€m sodt ndng do kali trong
huyét twong, dic biét & ngudi cao tubi va bénh nhén bi suy than; nén trénh st dung thudc Igi ti€u giir
kali.

- Ngudi bénh hep dong mach than hai bén hoidc hep ciia dong mach thin don doc cling ¢4 nguy cd bi
tang creatinin va uré huy€t; cin dugc theo doi chit ché trong diéu tri.

- Néng do losartan trong huyét tuong ting lén ddng ké & bénh nhan suy gan, do d6 ngudi bénh suy
gan phdi diung li€u thdp hon. Khéng c6 kinh nghiém di€u tri ¢ bénh nhin suy gan ning. Do dé,
losartan chdng chi dinh ¢ bénh nhan suy gan nang.

- Khong nén sit dung losartan cho bénh nhén cudng aldosteron nguyén phdt.

- Bénh tim mach vanh va b¢nh mach mdu nao: Nhu vdi bat ky thudc ha huyét 4p, gidm huyét 4p qud
mifc ¢ nhitng bénh nhan c6 bénh tim mach va mach m4u ndo thi€u miu cuc b ¢6 thé din dén nhdi
mdu cd tim hay dt quy.

- Losartan nén dugc sit dung than trong & bénh nhén suy tim.

- St dung than trong & nhitng bénh nhin hep van dong mach chi, hep van 2 14, bénh cd tim phi dai.

- Sdn phdm thudc nay cé chifa lactose. Nhitng bénh nhan c6 van dé di truyén hi€m gdp clia galactose
khong dung nap, cdc Lapp thi€u lactase hoic kém hdp thu glucose-galactose khong nén dung thudc
nay,

- Losartan va chat dGi khdng angiotensin khdc dudng nhu it hiéu qud trong viéc glam huyét 4p &
ngudi da den hdn ngudi da tring, c6 thé vi ty 1& cao hon cla ngudi thip renin & cdc qudc gia da den
c6 tang huyét 4p.

- Losartan khéng nén dugc bt dau trong khi mang thai. Trir khi ti€p tuc diéu tri losartan dugc coi 1a
can thi€t, bénh nhan c6 k& hoach mang thai nén dugc thay déi phuong phdp diéu tri chOng ting huyé&t
dp an toan hon lrong thdi ky mang thai. Khi phdt hién mang thai, phdi ngitng diéu tri vdi losartan
ngay ldp ufc, va né€u thich hgp li¢u phdp thay thé nén dugc bit diu.

TUONG TAC THUOC:

- Losartan khong dnh hudng dén dudc dong hoc ciia digoxin udng hoic tiém tinh mach.

- Udng losartan ciing vdi cimetidin 1am tang dién tich dudi dudng cong (AUC) cia losartan khodng
18%, nhung khéng dnh hudng dén duge dong hoc ciia chat chuyén héa c6 hoat tinh clia losartan.

- Udng losartan cling v6i phenobarbital 1am gidm khodng 20% AUC ciia losartan va cia chat chuyén
héa cé hoat tinh.

- Khong c6 tuong tdc duge dong hoc giita losartan va hydroclorothiazid.

- Thudc hodc cdc tdc nhin giy ha huyét d4p khdc c6 thé lam ting tdc dung ha huyét 4p cilia losartan.

- Thudc ha huyét 4p khdc c6 thé lam tang hoat dong ha huyét 4p cla losartan. Stt dung ddng thdi vdi
cdc thudc khdc ma c6 thé giy ha huyét dp nhu mot phdn ng bat 1gi (nhy thudc chéng trim cdm ba
vong, thudc chong loan than baclofen va amifostin) ¢6 thé 1am tdng nguy cd ha huyét 4p.

- Losartan chd y€u dugc chuyén héa bdi cytochrom P450 (CYP) 2C9 véi chdt chuyén héa carboxyl-
acid hoat dong. Cdc thubc e ché CYP 2C9 (nhwr fluconazol, rifampicin...) 1dm gidm néng do losartan
va cdc chdt chuyén héa khi dang déng thdi.

- Tdng kali huyét khi diing ddng thdi vdi thudc Igi ti€u git kali (nhu amilorid, triamteren,
spironolacton) hodc ¢6 thé lam ting nong d9 kali (nhu heparin), b3 sung kali hodc mu6i thay thé& cé
chita kali.
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Tré em trén 6 tudi:
Bénh nhén tir 20 — 50 kg: 25 mg/lin/ngdy, t6i da 50 mg/lin/ngdy, diéu chinh tiy theo mitc d9 ddp ung.
Bénh nhin > 50kg: 50 mg/lan/ngay, t6i da 100 mg/lAn/ngay, diéu chinh ty theo mic do ddp Wng.
Losartan khong dudc khuyén cdo dang cho tré em dudi 6 tudi, tré em c6 dd loc ciu thin < 30
ml/phiit/1,73m2.

- Bénh ting huy&t 4p & bénh nhan ddi thdo dudng typ2 c6 protein niéu > 0,5 g/ngay: Liéu khdi ddu 50
mg/lAn/ngdy, 6 thé ting liéu d€n 100 mg/lan/ngay ty thudc vao ddp ng trén huyét 4p.

- Piéu tri suy tim: Liéu khdi ddu 12,5 mg/lin/ngdy. Néu chua thdy d4p tng thi ting gdp doi lidu sau
mdi twin dén lidu duy tri (12,5 mg/ngdy, 25 mg/ngdy, 50 mg/ngdy, 100 mg/ngay, t6i da 1a 150
mg/lin/ngay).

- Gidm nguy co dot quy ¢ bénh nhan ting huy€t dp c6 phi dai that trdi: Liéu khdi ddu 50 mg/lan/ngay,
ting liéu d&n 100 mg/lin/ngay thy thuc vao ddp ing trén huy€t dp.

QUA LIEU VA XU TRI:

Dit liéu v& qué lidu & ngudi con han ché. Bi€u hién vé qud liéu c6 thé hay gip nh4t c6 I€ 1a ha huyét
4p va nhip tim nhanh; ciing c6 thé gip nhip tim chim do kich thich than kinh d6i giao cdm (ddy than
kinh phé vi). Néu ha huyét 4p triéu chiing xdy ra, phdi diéu tri hd trg. Ca losartan va chat chuyén héa
¢6 hoat tinh déu khéng thé loai bd dugc biing thim thdu phin mdu.

PHU NU CO THAI VA CHO CON BU:

- Diing cdc thudc téc dung tryc ti€p 1én hé thong renin-angiotensin trong ba thing gitta va ba thdng
cudi clia thai ky c6 thé gy it nudc 61, ha huyé€t 4p, vo niéu, thi€u niéu, bi€n dang so mit va ti vong &
tré sd sinh. Mic di, viéc chi ding thudc § ba thing ddu cla thai ky chua thdy c6 lién quan dén nguy
cd cho thai nhi, nhung di sao khi phdt hién c6 thai, phdi ngiing losartan cang sém cang tot.

- Khong biét losartan c6 ti€t vao sifa me hay khong, nhung c6 nhitng lugng ddng k€ losartan va chat
chuy&n héa cé hoat tinh clia thudc trong sifa ciia chut cng. Do tiém nang c6 hai cho tré nhd dang b
me, phdi quyét dinh ngitng cho con bi hodc ngitng thude, ¢4 tinh dén tim quan trong cda thudc ddi
véi ngudi me.

POI1 VI NGUOI LAI XE VA VAN HANH MAY MOC:

Chua tim thdy bdo cdo dnh hudng clia thudc khi 14i xe va vén hanh mdy méc. Tuy nhién khi 14i xe
hodc vin hanh mdy méc chéng mat hodc budn ngii c6 thé xdy ra, dic biét khi bdt diu diéu tri hodc
khi ting liéu

Thudc nay chi ding theo don ciia bdc sj.

DPoc kj hudng dan s dung trudc khi ding.

Néu cdn thém thong tin xin héi § kién bdc si.

Han diing: 36 thang k& tit ngdy sdn xuat.

Piéu kién bdo quan: P& ndi kho mat, trdnh 4nh sdng, nhiét 46 dudi 30°C.

Tiéu chuén: TCCS.

San xuAt tai: .

CONG TY €O PHAN DUGC DONG NAI

221B - Pham Vidn Thuén - P. Tdn Tién - TP.Bién Hoa - Tinh Pdng Nai - Viét Nam

PT: 061.3823107 Fax: 061. 3821608
E-mail: donai_pharm@yahoo.com .vn

Ngay xem xét ndi dung HDSD thudc: 01/07/2016
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- Tdng ¢6 c6 héi phuc ndng d6 lithium huyét va doc tinh di dude bdo cdo trong qud trinh st dung
déng thdi lithium véi cdc chat e ché ACE. Thén trong khi sit dung dong thdi losartan va lithium.
N&u su két hgp 1a cdn thiét, theo ddi ndng do huyét thanh khi sit dung déng thdi.
- Khi sl dung ddng thdi losartan véi thudc NSAID, sy suy gidm cua tdc dung ha huyét 4p c6 thé xdy
ra. Sit dung dong thdi losartan hoic thudc 1¢i ti€u va thudc NSAIDs ¢6 thé din dé&n tdng nguy cd xau
dicﬁachﬁcnangthén,néncﬁntheodﬁichﬁcnéngthénchobénhnhﬁm
TAC DUNG KHONG MONG MUON:
Phin 16n cdc tdc dung khong mong mudn déu nhe va mat din véi thdi gian.
Thuong gdp, ADR > 1/100
- Tim mach: Ha huyét 4p
- Than kinh trung udng: MAt ngl, chodng vdng, hoa mit, chéng mat
- Noi ti€t — chuy€n héa: Ting kali huyét
- Tiéu héa: Tiéu chdy, khé tiéu
- Huyé€t hoc: Ha nhe hemoglobin va hematocrit, thi€u mdu
- Thin kinh co — xuong: Pau lung, dau chin, dau co
- Thén: Ha acid uric huy&t (khi ding liéu cao)
- H6 hap: Ho (it hon khi ding cdc chat e ché ACE), sung huy&t mii, viém xoang.
It gap, 1/1000 < ADR < 1/100
- Tim mach: Ha huyét 4p th& ditng, dau ngyc, block A — V d6 11, tréng nguc, nhip xoang chim, nhip
tim nhanh, phlt mit, dé mit.
- Than kinh trung wong: Lo 4u, m4t diéu hoa, It lin, trim cdm, dau nita ddu, dau diu, r6i loan gidc
ngd, sot, chéng mit.
- Da: Rung t6c, viém da, da kho, ban d6, nhay cdm dnh sdng, ngifa, may day, vét bim, ngoai ban-
- Noi ti€t — chuyén héa: Bénh gout.
- Ti€u héa: Chdn 4n, tdo b6n, diy hdi, n6n, mat vi gidc, viém da day.
- Sinh duc - ti€t niéu: Ba't lyc, gidm tinh duc, ti€u nhiéu, tiéu dém.
- Gan: Tang nhe cdc thit nghiém vé chifc ning gan va ting nhe bilirubin.
- Than kinh cd — xudng: Dj cdm, run, dau xudng, y&u cd, phit khdp, dau xd co.
- Mdt: Nhin m&, viém két mac, gidm thi lic, néng rdt va nhitc mit.
- Tai: U tai.
- Than: Nhiém khudn dudng niéu, ting nhe creatinin hodc uré.
- H6 hip: Kh6 thd, viém phé& quin, chdy mdu cam, viém mii, sung huyé&t dudng thd, khé chiu &
hong,
- Cdc tdc dung khdc: Todt md hoi.
Hiém gap <1/1000
- H¢ thong mién dich: Phdn ing qué min, phdn wng phin vé, phit mach va viém mach.
- Tim mach: Rung tdm nhi, tai bi€n mach m4u ndo, ngit xiu.
- Gan mit: Viém gan
Khdc: Tang alanine aminotransferase (ALT)
Thong bdo vdi bdc st nhitng tdc dung khong mudn gdp phdi khi sit dung thuée
LIEU DUNG VA CACH DUNG:
Udng thudc cling véi mdt ly nude, trude hodc sau bira dn.
- Piéu trj ting huyé&t 4p:
Ngudii 16n: 50 mg/lan/ngay. N€u cin thi€t c6 thé ting 1én 100 mg/lin/ngdy (vao budi séng). Tic dung
ha huyét 4p t8i da dat dugc sau khi bdt ddu diéu tri 3 — 6 tudn.
Bénh nhén gidm thé tich ndi mach: Liéu khdi ddu 25 mg/lin/ngdy.
Khong cin phdi thay ddi liéu cho ngudi bénh cao tudi hodc ngudi suy va chay thn nhén tao.
Bénh nhin suy gan nhe: Li€u khdi diu 25 mg/lin/ngays 5&ﬁq§gﬂihgchidhﬂl&bénhnhﬁnsuygan

ning.
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