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2. Nhan trung gian:
- Hop 10 vi x 10 vién nén bao phim.

AGILOSART 100 o i

Thanh phan: Méi vién nén bao phim chira
Losartan kali 100mg
Ta duoc vd % 1 vién

Chi dinh - Chong chi dinh - Tac dung khéng mong muén - Than trong - Liéu
dung, cach dung va cac théng tin khac: Xin doc trong t& huéng dan st dung

Bao quan: Nhiét d6 dudi 30°C, tranh &m va énh sang

Dé xa tam tay tré em
Doc ky hweéng dan str dung trweére khi dung

RX Thuéc ban theo don A AGIMEXPHARM

AGILOSART 100

Losartan kali 100mg

GMP-WHO
cangty P Dwoc phdm Agimexpharm
Théi Hoc, P. My Binh, TP. Long Xuyén, An Giang.

sdl! Chi nhdnh CP Dwoc ph‘m Agimexpharm -
Nha miy[:lin xuédt cml:ly i

Dwoc Agimexpharm )
_ Budng Vi Trong Phung, K. Thanh An, P. My Théi, TP. Long Xuyén, An Giang.

Hép 10 vi x 10 vién nén bao phim

AGILOSART 100

$6 16 SX/ Batch No.: XXXXXX

AGILOSART 100 ot g

Composition

Indications - Contraindications - Undesirable effects - Precautions - Dosage -
Administration and other information: Read the leaflet insert

Storage: Protect from humidity and light, below 30°C

Keep out of reach of children
Read carefully the instructions before use
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HUONG DAN SU DUNG THUOC CHO NGUOI BENH

Rx ®
AGILOSART 100

Thuéc ban theo don ‘

Poc k§ hwéng din sir dung trude khi diung H

Pé xa tam tay tré em

Théng bao ngay cho bac s§ hodc dwgc sy nhitng tic dung khong mong mudn gap phai khi s
dung thudc

Khong dung thudc qua thoi han sir dung ghi trén nhin

Thanh phin: Cong thirc cho 1 vién:
Losartan Kali........ccoeeceeeeecieniieieceeeeeeee e 100 mg
TAAUQC VAo 1 vién.

(L-HPC, DC. Lactose, Microcrystallin cellulose 112, Colloidal silicon dioxid, Magnesi stearat,

Hydroxypropyl methylcellulose 606, Titan dioxid, Talc, Polyethylen glycol 6000, Polysorbat 80,
Oxid sat d9).

M0 ta san phﬁm: Vién nén hinh oval, bao phim mau hdng, mét mit tron, mot mit c6 1 vach ngang,
kich thuéce 6,5 mm x 12,5 mm.
Quy cach déng géi: Hop 3, 10 vi x 10 vién nén bao phim.
Thubc diung cho bénh gi:
Piéu tri tang huyet ap ¢ ngudi 16n va tré em trén 6 tudi: C6 thé dung don doc hozc phdi hop véi

cac thube chéng tang huyét 4p khac (vi du thudc loi tiéu thiazid). Nén ding losartan cho ngudi
bénh khong dung nap duogc cac chét e ché enzym chuyén angiotensin (ACE).

Piéu tri bénh than & bénh nhén d4i thao dudng typ II bi ting huyét 4p cb protein niéu > 0,5 g/ngay.
Giam nguy co d6t quy & bénh nhan ting huyét 4p kém theo phi dai thit trai.
Nén dung thudc nay nhw thé nao va lidu lwong:
Ciach dung: C6 thé udng losartan khi d6i hay no.
Liéu dung:
Ludn ludn dung thube dung nhu bac s§ da huéng dan. Khong nén udng thude véi s6 luong nhidu
hon hoac it hon hodc 14u hon so véi li€u chi dinh.
Piéu quan trong 14 ban nén ubng thudc mbi ngay dén khi béc s§ c6 chi dinh khac.
Khi nio khong nén ding thudc nay:
M&n cam véi losartan hodc véi bét ky thanh phan nao cia thube.
Phu nit mang thai.
Ngudi suy gan nang.
Ngudi suy than cé creatinin mau > 250 mmol/lit hodc kali huyét > 5 mmol/lit hozc hé sb thanh
thai creatinin < 30 mmol/lit/phut.
Tac dung khong mong muén (ADR):
Phén 16n céc tac dung khong mong muén déu nhe va mét dan véi thoi gian.
Thuong gdp, ADR > 1/100
Tim mach: Ha huyét 4p, dau nguc.
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Than kinh trung wong: Mat ngi, choang vang, mét méi.

Ndi tiét - chuyén héa: Tiang kali huyét, ha glucose mau.

Tiéu hoa: Tiéu chay, kho tiéu.

Huyét hoc: Ha nhe hemoglobin va hematocrit.

Than kinh co - xuong: Pau lung, dau chén, dau co.

Thén: Ha acid uric huyét (khi dung lidu cao), nhiém tring dudng niéu.

H6 hép: Ho (it hon khi diing cac chét irc ché ACE), sung huyét miii, viém xoang.

Néu ban gip bét ky tac dung phu nao ké ca nhimg tac dung phu chura liét ké phai thong bao ngay

cho béc sy dé kip thoi xir tri (ban c6 the tham khao muc tac dung khong mong mudn & phén
hudng dan sir dung thudc cho cén b y té trong ciing toa nay).

Nén tranh dung nhirng thuéc hoic thwe phflm gi khi dang si dung thudc nay:
Trudce khi dung thube péy, ban I}én thong bao véi bac s§ tht ca ’céc loai thubc khac ma ban ’dﬁ
hodc dang dung, bao gdm ca ‘Ehuéc ké don va khong ké don, thude tir duge liéu hodc thuc pham
chirc nang, dac biét 1a céac thuoc:
Cimetidin. \(\\
Phenobarbital.
Thube loi tiu gt kali, thubc bd sung kali, chit thay thé mubi chira kali.
Rifampicin, aminoglutethimid, carbamazepin, nafcilin, nevirapin, phenytoin.
Amifostin, thubc ha huyét ap, carvedilol, thudc ha duomg huyét, lithi, thubc loi tiéu giit kali,
rituximab.
Céc thubc chdng viém, giam dau khéng steroid (NSAID) nhét 1a COX-2.
Danh s4ch nay khong ddy du céc loai thudc khac c6 thé tuong tac véi losartan. Thong bao véi

bac s§ ctia ban vé tht ca cac loai thubc ban dang sir dung. Khong nén dung mot thubc méi ma
khong néi véi bac s§ cua ban.

Cén lam gi khi m§t lan quén khong dl‘mg thude:
Ubng liéu bi quén ngay lic nh¢ ra. Néu lidu d6 gén véi 1an dung thude tiép theo, bd qua liu bi
quén va t1ep tuc udng thudc theo diing thoi gian qui dinh. Khéng dung 2 lidu cling lic. Khong
thay dbi liéu hoic ngung thudc.
Cin bao quan thudc nay nhw thé nao:
Dé & nhiét d6 dudi 30°C, tranh 4m va 4nh séng.
Nhing ddu hiéu va triéu ching khi dung thudc qua liéu:
Biéu hién vé& qu4 liéu c6 thé hay gap nhé't c6 1& 12 ha huyét ap va nhip tim nhanh; ciing ¢4 thé gip
nhip tim cham do kich thich than kinh d6i giao cam (day than kinh phé vi).
Cin phai lam gi khi dung thudc qua4 lidu khuyén cdo:
Goi cho béc si ctia ban hozc dén ngay co s& y té gan nhét.
Nhimng diéu cin thin trong khi dung thudc nay:
Cic tinh trang can than trong:
Truéce khi ding thudc nay, ban hay cho bac s§ biét néu ban c6 bét ky tinh trang nao dudi day:
Du dinh c¢6 thai, dang c6 thai hoéc cho con bu.
Ban bi bat ctr vin dé vé gan, than.
Ban d& bi mat nuéc hay dé& ha huyét ap.
Ban c6 tién sir phit mach (phd mit, méi, hong, va/hodc ludi).
Thudc ndy c6 chira lactose. Néu ban c6 céc réi loan chuyen héa di truyén hiém gip vé dung nap
galactose, chimg thiéu hut lactase Lapp hodc rdi loan hép thu glucose-galactose khong nén sir
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dung thubc nay. /
Cic khuyén cdo dung thude cho phu nir c6 thai va cho con bu:

Thoi ky mang thai:

Dung c4c thudc tac dung truc tiép 1én hé théng renin - angiotensin trong ba thang giita va ba
thang cudi cta thai ky c6 thé gdy it nudce 61, ha huyét ap, vO niéu, thiéu niéu, bién dang so mat va
tir vong & tré so sinh. Miic du, viéc chi ding thudc & ba thang dAu cia thai ky chua thiy c6 lién
quan dén nguy co cho thai nhi, nhung dii sao khi phat hién c6 thai, phai ngimg losartan cang sém
cang tdt.

Thoi ky cho con bu:

Khéng b1et losartan c6 tiét vao stta me hay khong, do tiém nang co6 hai cho tré nh6 dang bu me,
pha1 quyet dinh ngimg cho con bu hodc ngimg thude, ¢6 tinh d&n tAm quan trong cta thubc dbi
véi ngudi me.

Téc dong ciia thudc dén kha niing l4i xe va vin hanh may méc:

Ciing nhu d6i véi céac thube chong tang huyet ap khac, nén than trong khi dang lai xe hodc van
hanh méy méc do thube c6 thé giy dau dau, choang vang, mét moi, dic biét khi bit dau didu tri
hoic khi ting lidu.

Khi nao cin tham vén béc sy, dwgc s§j:

Dang str dung loai thubc khéc, bao gdm ca thubc ké don va khong ké don, thudc tir duoc lidu
hoic thyuc phdm chirc ning.

Du dinh c6 thai, dang c6 thai hoéc cho con bu.

Néu ban gp bit ky triéu chimg ndo ma ban nghi c6 thé 1a tac dung phu cua thube.

Néu ban mudn hoic cAn ngung dung thube.

Néu can thém thong tin xin héi ¥ kién bac s§ hodc duoc s§.

Han dung ciia thudc: 36 thang ké tir ngay san xuét.

Céng ty CP Du'qc pham Agxmexpharm
e 27 Nguyén Théi Hoc, P. My Binh, TP. Long )\uyen. An Giang

ASMEXPHARM San xudt tai: Chi nhdnh Céng ty CP Dwrgc phim Agimexpharm - Nha mdy sin xuit Dirge phim Agimexpharm
: DPudng Vil Trong Phung, Khém Thanh An, P. My Théi, TP. Long Xuyén, An Giang
GMP-WHO
Tel: 0296 3857300  Fax: 0296 3857301

Ngiy xem xét sira ddi, ciAp nhat lai ndi dung hwéng din s dung thude: .../.../...

HUONG DAN SU DUNG THUOC CHO CANBOQ Y TE

Cac dac tinh dwoe lwe hoe, dwoe dong hoc:

Cac dac tinh dwgec lwe hoc:

Losartan 13 chit d4u tién ciia nhém thude chéng tang huyét 4p mai, 6 1a mot chit dbi khang thu
thé (typ AT)) angiotensin II.

Angiotensin II, tao thanh tir angiotensin I trong phan tng do enzym chuyen angiotensin (ACE)
xuc téc, 12 mot chit co mach manh; d6 14 hormon kich hoat mach chi yéu cia hé théng renin -
angiotensin, va 14 mot thanh phén quan trong trong sinh ly bénh hoc cua ting huyét ép.
Angiotensin II ciing kich thich vé tuyén thuong thén tiét aldosteron.

Losartan va chit chuyén hoa chinh c6 hoat tinh chen tdc dung co mach va tiét aldosteron cua

angiotensin II bing cach ngan can c6 chon loc angiotensin II, khéng cho gin vao thu thé AT, ¢
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trong nhiéu md (vi du co tron mach mau, tuyén thuong than). Ca losartan va chat chuyén héa
chinh c6 hoat tinh déu khong biéu 16 tac dung chi vén cuc bd & thu thé AT, va déu c6 & luc voi
thu thé AT, 16n hon nhiéu (khoang 1000 lén) so v&i thu thé AT,. Losartan 1a mdt chét e ché canh
tranh, thuan nghich cua thu thé AT,. Chéit chuyén hoa c6 hoat tinh ctia thudc manh hon tir 10 dén
40 14n so véi losartan, tinh theo trong lugng va 1a mét chét e ché khong canh tranh, thuén nghich
ctia thu thé AT;. Céc chit dbi khang angiotensin II ciing c6 cac tac dung huyét dong hoc nhu cac
chét tc ché ACE, nhung khéng c6 tac dung khéng mong mudn phé bién cia cac chét e ché ACE

1a ho khan. H
Cac dac tinh dwge dong hoc:

Sau khi udng, losartan hdp thu tdt va chuyén hoa budc ddu nhiéu qua gan nhd cic enzym
cytochrom P450 (CYP2C9 va CYP3A4) Kha dung sinh hoc cua losartan xép xi 33%. Khoang 14%
liéu losartan uong chuyén thanh chét chuyén hoéa c6 hoat tinh, chit ndy ¢am nhiém phan 16m tinh
d6i khang thu thé angiotensin II. Ntra doi thai trir cia losartan khoang 2 gid, va clia chét chuyen
hoéa khoang 6 - 9 gio. Nong d6 dinh trung binh cia losartan dat trong vong 1 gid, va cla chit
chuyén hoa c6 hoat tinh trong vong 3 - 4 gid.

Ca losartan va chét chuyén héa c6 hoat tinh déu lién két nhiéu véi protein huyét tuong (> 98%),
chi yéu 1a albumin va chung khéng qua hang rdo mau - ndo. Thé tich phan bd cia losartan
khoang 34 lit va cua chét chuyén hoa c6 hoat tinh khoang 12 lit. P9 thanh thai toan phéan trong
huyét twong cia losartan 14 khoang 600 ml/phut va cta chat chuyén héa c6 hoat tinh 1a 50
ml/phut; do thanh thai cia ching & than twong ung v6i khoang 75 ml/phit va 25 ml/phut.
Losartan thai trir 35% qua dudng nudc tiéu va khoang 60% qua phan.

Nhom bénh nhdn ddac biét:

O nhimg bénh nhén cao tudi ting huyét 4p, ndng do losartan va chat chuyen hoéa cé hoat tinh cua
no trong huyét tuong vé co ban khong khac biét gi so cic chit duge tim thdy & nhimg bénh nhan
cao huyét 4p con tré.

O bénh nhan nit tang huyét ap nong d¢ losartan trong huyét tuong cao gip 2 l4n & bénh nhan
nam tang huyét 4p, trong khi ndng d6 chit chuyén hoa cé hoat tinh khong khac nhau giita 2
nhém d6i tuong.

O bénh nhan xo gan do rugu nhe va trung binh, ndng 6 losartan va chit chuyén héa c6 hoat tinh
cta né sau khi ubng cao hon so v6i ngudi tinh nguyén nam con tré 1an heot 12 5 va 1,7 lan.

Ndng d6 losartan trong huyét tuong khong thay d6i & cac bénh nhén c6 thanh thai creatinin > 10
ml/phut.

So vé&i bénh nhén ¢6 chitc ning than binh thuong, AUC cua losartan cao hon gp 2 lan bénh
nhan thim tach mau.

Ndng d6 chit chuyén hoa c6 hoat tinh trong huyét trong khong thay dbi & bénh nhén suy thén va
bénh nhén thdm tich méau.

Ca losartan va chit chuyén hoa c6 hoat tinh déu khong thai trir dugc bang cach thAm tach mau.
Bénh nhén la tré em:

Duoc dong hoc cia losartan da dugc khao sat & bénh nhi ting huyét 4p tir > 1 thang dén < 16
tudi véi liéu ubng khoang 0,54 — 0,77 mg/kg dung 1 1an/ngay (liéu trung binh).

Céc két qua cho thiy chét chuyén hoa c6 hoat tinh duoc thanh 1ap trong tAt ca cac nhém tudi. Két
qua cho thiy céac thong sé dugc dong hoc cua losartan gan nhu tuong tu sau khi uong thude & tré
so sinh va tré méi biét di, tré em & lra tudi mAu gido, tudi dén trudmg va thanh thiéu nién. Cac
thong sé duoc dong hoc dbi voi chat chuyen héa khac nhau & mirc ¢ 16n hon giita cac nhom
tudi. Khi so sanh tré em ¢ lua tu01 méau gi4o véi tré vi thanh nién, nhimg khac biét nay c6 y nghia
théng ké. Thoi gian va ndng d6 tiép xuc thudc & tré so sinh/tré méi biét di twong dbi cao.
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Chi dinh, liéu ding, cich dung, chong chi dinh:

Chi dinh: /

Piéu tri tang huyet ap ¢ nguoi 16n va tré em trén 6 tudi: C6 thé ding don doc hozc phdi hop véi
céc thudc chéng tang huyét 4p khac (vi du thudc loi tidu thiazid). Nén dung los ho nguoi
bénh khong dung nap dugc cac chét e ché enzym chuyén angiotensin (ACE).

Piéu trj bénh than & bénh nhan dai théo dudng typ II bi ting huyét 4p c6 protein niéu> 0,5 g/ngay.
Giam nguy co d6t quy & bénh nhan ting huyét 4p kém theo phi dai that trai. /

Liéu dung:
Diéu tri ting huyét dp: H

Ngueoi Iom:

Liéu dung tiy thudc timg ngudi bénh va phéi didu chinh theo d4p tmg huyét ap.

Liéu khéi d4u va duy tri thudng ding cho ngudi 16n 14 50 mg mdi ngay.

Hiéu qué diu trj tang huyét 4p t6i da dat dugc 3 - 6 tuin sau khi bét dau diéu tri. Mot s6 bénh nhéan
co the dat hiéu qua tot hon vdi liéu ting 1én 100 mg 1 1an/ngay (vao budi sang).

N6i chung, néu khong kiém soat dugc huyet &p v6i lidu da ding, thi cach 1 - 2 thang mot 1an phai
diéu chinh liéu luong thudc chdng tang huyét ap.

Nqu dung losartan don d6c ma khong kiém soét dugc huyét ap, co thé thém thubc loi tidu liu
thap. Hydroclorothiazid chimg t6 ¢6 tac dung cong luc. C6 thé dung losartan cing vdi cac thubc
chong tang huyet 4p khac. Khong dugc phdi hop losartan véi cac thudce 11 tiéu giif kali, do nguy
co tang kali huyét.

Bénh nhan la tré em:

Hi€u qua va an toan cua loasartan trong di?eu tri ting huyét ap & tré em va thanh thiéu nién tir 6 -
16 tudi con han ché. Cac dit liéu han ché vé duoc dong hoc ddi véi tré em trén 1 théng c6 sén.
Agilosart 100 khong phu horp cho tré em < 50 kg.

Déi voi tré em > 50 kg, lidu thong thuong 1a 50 mg mdi ngay. Trong truong hop ngoai 1¢ c6 thé
diéu chinh dn liéu t6i da 100 mg mot 1an hang ngay. Céc liéu trén 1,4 mg/kg (hodc vuot hon
100 mg) hang ngay chua dugc nghién ctru & bénh nhén 1a tré em.

Losartan khong dugc khuyén cdo & tré em dudi 6 tudi vi dit lidu c6 sin d6i v6i nhém bénh nhan
nay con han ché.

Khéng dung losartan ¢ tré em bi suy gan hodc c¢6 49 loc cAu than < 30 ml/phit/1,73 m* vi khong
cé dit lidu.

Diéu tri bénh thin ¢ bénh nhén ddi thdo dwong typ II bi ting huyét dp cé protein niéu > 0,5 g/ngay:
Liéu khoi dau thudng dung 1a50 mg 1 lan/ngay. Co thé tang lidu 1én 100 mg dung 1 lan/ngay tay
theo dap ung huyet 4p tir thoi diém 1 thang sau khi bt dau diéu tri. Losartan c6 thé dugc ding
cling v6i cac thube ha huyet ap khac (vi du: Thubc loi tidu, thubc chen kénh calci, thudc chen
alpha hodc beta, va cic thudc tic dong trung wong khac) cling nhu véi insulin va cac thudc ha
duodng huyét khac thudng dung (vi du: Céc sulfonylurea, glitazon va chét trc ché glucosidase).
Giam nguy co dot quy ¢ bénh nhadn tdng huyét dp kém theo phi dai that trdi:

Lidu khoi dau thudng dung 14 50 mg/ngay/lan C6 thé dung thém liéu thap hydroclorothiazid
va/hoic tang liéu losartan 1én 100 mg/ngay/lan tiy theo d4p tmg huyét 4p ctia bénh nhan.

Bénh nhdn suy than va dang thdm phdn madu:
Khdng can diéu chinh liéu khéi dau & bénh nhan suy thén va dang thim phén méu.
Bénh nhdan suy gan:

C6 thé xem xét dung lidu thip hon & bénh nhén suy gan. Nén ding ché phim khac c6 ham luong
losartan phu hop. Khong c6 kinh nghiém diéu tri d8i v6i bénh nhan suy gan ning. Vi thé chéng
chi dinh dung losartan cho bénh nhén suy gan nang.
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Nguoi cao tuéi:
Agilosart 100 khong thich hop dé bét du didu tri cho bénh nhan cao tudi (> 75 tubi).
Ciéch ding: C6 thé udng losartan khi d6i hay no.
Chéng chi dinh:
M2n cam véi losartan hodc v6i bit ky thanh phén nao ca thube. M
Phu nit mang thai.
Nguoi suy gan nédng.
Ngudi suy thén c6 creatinin mau > 250 mmol/lit hodc kali huyét > 5 mmol/lit hogc hé s6 thanh
thai creatinin < 30 mmol/lit/phut.

Cac treong hop than trong khi dung thude:
Cic tinh trang cin thin trong:
Cén phai gidm sat dic biét va/hodc giam lidu & ngudi bénh mat nuée, didu tri bang thude loi tiéu
va ngudi bénh c6 nhimg yéu t6 khac d& din dén ha huyét ap. Nguoi bénh hep dong mach thén
hai bén hodc mdt bén, ngudi chi con mét thén cling 6 nguy co cao mic tic dung khong mong
muén (ting creatinin va uré huyét) va can du'orc gidm sét chat chg trong diéu tri.
Do nguy co tang kali mau, nén theo d6i ndng @9 kali mau & nguoi gia va ngudi suy than, khong
dung véi thudce loi tiu giir kali.
Ngudi bénh suy gan phai ding liéu thdp hon.
Phan ieng man cam:
Phu mach: Bénh nhén c6 tién st phut mach (phu mat, moi, hong, va/hodc ludi) phai dugc theo
ddi chat ché.
Ha huyét dp va mdt cdn bang dién giai/thé dich:
Ha huyét 4p c6 triéu chung, dic biét sau lidu dau tién va sau khi ting heu c6 thé xay ra & bénh
nhén giam thé tich ndi mach va/hodc natri do diéu tri v6i thude loi tiéu manh, han ché mudi
trong khéu phan, tiéu chay hay nén mira. C4c tinh trang nay phai dugc diéu tri trudce khi sir dung
losartan, hodc dung liéu khdi dau thap hon. Diéu nay cling 4p dung cho tré em tir 6-18 tudi.
MGt cén bang dién gidi:
Mat cén bang dién giai thuong gap & bénh nhéan suy thén, cé hogc khong c6 tiéu dudng, va can
duoc diéu tri. Trong mot nghién ctru 14m sang tien hanh & bénh nhén ti€u dudng typ 2 bi bénh
thén, ty 1¢ tang kali méau cao hon & nhém dugc dicu tri v6i losartan khi so sanh v6i nhom dung
gia dugc, do d6, nong do kqli trong huyét tuong va cac gia tri d6 thanh thai creatinin nén dugc
theo doi chét ché, dac biét doi véi bénh nhéan suy tim va thanh thai creatinin trong khoang 30 - 50
ml/phut phai dugce theo ddi chat ché.
Khéng nén sir dung ddng thoi cac thude loi tiéu gift kali, chit bd sung kali va cac mubi thay thé
c6 chira kali v6i losartan.
Suy gan:

Duva trén dit liéu dugc dong hoc chu'ng minh ndng d6 losartan trong huyét tuong gia ting dang
ké & bénh nhan xo gan, can nhic lidu thip hon & bénh nhan c6 tién st xo gan. Khong c¢6 kinh
nghiém diéu trj ding losartan & bénh nhan suy gan ngng. Vi thé khong duoc dung losartan cho
bénh nhén suy gan ning. Losartan khong dugc khuyén céo cho tré em suy gan.

Suy than:

Do ttc ché hé renin - angiotensin, d4 béo céo vé nhing thay dbi trong chirc ning than bao gbm
suy thin (dic biét & nhitng bénh nhén cé chic ning thin phu thu¢c vao hé renin angiotensin
aldosteron, ching han nhimg ngudi suy tim nghiém trong hodc c6 tién sir bénh than tir truéc).
Ciing nhu cac thubc khac c6 anh hudng dén hé renin — angiotensin - aldosteron, ting ure mau va
creatinin huyét thanh ciing dugc béo cdo & nhitng bénh nhin hep dong mach than hai bén hoic
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hep dong mach thén trén than doc nhat; nhimg thay dbi trong chirc ning thén c6 thé phuc hdi khi
ngung diéu tri. Losartan nén duge sit dung thén trong & nhitng bénh nhéan hep dong mach thén
ho#c hep d6ng mach thén trén than ddc nhét.

Bénh nhan la tré em bi suy thén:

Khéng khuyén céo ding losartan cho tré em cé 6 loc cdu than < 30 ml/phit/1,73 m? vi khong
cé dir liéu.

Suy than phai dugc theo di thudng xuyén trong lic diéu tri v6i losartan vi ¢6 thé 1am bénh ning
hon. Diéu nay 4p dung dic biét khi losartan dugc st dung Itc ¢6 c4c tinh trang khéc (sbt, mét
nudc) cd kha nang lam suy than.

Str dung dong thoi losartan va cc chét e ché ACE cho thdy 1am suy chic ning than. Vi thé,
khong khuyén céo dung ddng thoi.

Bénh nhan ghép thdn:
Khéng c6 kinh nghiém & bénh nhén vira ghép than.
Cuong aldosteron tién phat:

Céac bénh nhan cuong aldosteron tién phat thuong khéng dap tmg véi thubc ha huyét 4 ap tac dong
thong qua trc ché hé renin-angiotensin. Vi thé losartan khong duoc khuyén céo sir dung.

Bénh tim mach vanh va bénh mach mdu néo:

Gibng nhu cac thube chong tang huyét ap khéc, ha huyet ap qua d§ & bénh nhan c6 bénh tim va
bénh mach mau n#o thiéu mau cuc bd c¢6 thé din dn nhdi méu co tim hoic dot quy.

Suy tim:

G bénh nhén suy tim, c6 hodc khong c6 suy than, cling nhu céc thubc khéc tac dong 1én hé renin-
angiotensin, ¢ nguy co ha huyét 4p ning va (thudng cip) suy than.

Khong c6 du kinh nghiém diéu tri v6i losartan & bénh nhén suy tim va d6ng thoi suy than nang,
bénh nhéan suy tim ning (NYHA d9 IV) cling nhu bénh nhén suy tim va loan nhip tim c6 trigu
chiing de doa tinh mang. Vi thé cin thin trong khi sir dung losartan cho c4c nhém bénh nhan
nay. Can than trong khi két hop losartan véi thude chen beta.

Hep van dong mach chu va van 2 14, bénh co tim phi dai tdc nghén:

Ciing nhu c4c thubc giin mach khéc, cén than trong dic biét khi ding thudc cho cdc bénh nhan
6 bénh hep van d6ng mach chii va van 2 14, bénh co tim phi dai tic nghén.

Thoi ky mang thai:

Céc thube trc ché thu thé angiotensin II (AIIRAs) khong nén diéu tri khoi du trong thoi ky
mang thai. Trir khi diéu tri véi AIIRAs dugc xem 13 can thiét, bénh nhan ¢ ké hoach mang thai
nén dugc chuyén sang diéu tri chdng tang huyét ap voi thudc thay thé ma thong tin an toan da
duoc thiét 1ap dé dung trong thoi ky mang thai. Néu chin do4n xac dinh mang thai, phai ngimg
diéu tri voi AIIRAs ngay, va néu phit hop nén bat déu diéu trj thay thé.

Uc ché kép hé renin-angiotensin-aldosteron:

C6 bang chimg cho thdy dung ddng thoi thube e ché ACE, thubc chen thu thé angiotensin II
hodc aliskiren lam tdng nguy co ha huyét 4p, tang kali méu va giam chirc ning than (bao gom
suy than cép). Vi thé, tc ché kép hé renin-angiotensin-aldosteron thong qua dung két hop thube
tic ché ACE, thubc chen thu thé angiotensin II hodc ahsklren khong duoc khuyen cao.

Néu liéu phép trc ché kép duoc xem 1a tuyét dbi can thiét, diéu nay chi c6 thé xay ra dudi sy
gidm sat cia chuyén gia va chtrc ning thin, chit dién giai va huyét ap duoc theo d&i chat che
thudng xuyén. Thube rc ché ACE va thubc chen thu thé angiotensin II khong duge dung dong
thoi & bénh nhan c6 bénh than do tiéu dudng.

Cdc canh bdo va bién phap phong ngura khdc:

Nhu da thdy & cac chét (e ché men chuyén, losartan va cac thubc dbi khang angiotensin rd rang
cho tac dung ha huyét 4p kém hiéu qua hon & nhitng ngudi da den so véi nhitng ngudi c6 da mau
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khéc, 6 thé do ti 1& cao hon ngudi da den tang huyét 4p c6 tinh trang renin thap.
Lactose:
Thubc nay c6 chira lactose. Bénh nhan méc cac rdi loan chuyé,n hoéa di truyén hiém gap vé khong
dung nap galactose, ching thiéu hut lactase Lapp hodc kém hap thu glucose-galactose khong nén
sir dung thubc nay.
Cic khuyén cdo dung thudc cho phu ni c6 thai va cho con bi: H
Thoi ky mang thai:
Dung céac thudc tac dung truc tiép 1én hé théng renin - angiotensin trong ba thang gilta va ba
thang cudi cia thai ky c6 thé gy it nude i, ha huyet &p, vO niéu, thiéu niéu, bién dang so mit va
tr vong ¢ tré so sinh. Mé@c du, viéc chi dang thudc & ba thang d4u cia thai ky chua thdy c6 lién
quan d'en nguy co cho thai nhi, nhung du sao khi phat hién c6 thai, phai ngimg losartan cang soém
cang tot.
Thoi ky cho con bu:
Khong b1et losartan c6 tiét vao sita me hay khéng, do tiém nang c6 hai cho tré nh6 dang bu me,
pha1 quyét dinh ngimg cho con bu hoic ngimg thudc, c6 tinh dén tAm quan trong cta thudc dbi
v&i ngudi me.
Téc dong ciia thudc dén kha ning i xe va vin hanh may méc:
Ciing nhu d6i véi cac thube chéng tang huyét &p khéc, nén thin trong khi dang 14i xe hoac vén
hanh may mo6c glo thudc co6 thé gy dau dau, choang vang, mét moi, dac biét khi bat dau dieu tri
hoéc khi tang liéu.

Twong tic ciia thudce véi cdc thude khéc va cdc loai twong tac khac:
Losartan khéng anh hudng dén dugce dong hoc cia digoxin ubng hozc tiém tinh mach.
Ubng losartan cung véi cimetidin lam ting dién tich dudi dudong cong (AUC) cua losartan
khoang 18%, nhung khong anh huéng dén duoc d{)ng hoc cia chét chuyén héa c6 hoat tinh cta
losartan.

Uong losartan cung véi phenobarbital 1am giam khoang 20% AUC cua losartan va cia chét
chuyén héa c6 hoat tinh.

Téng kali huyét khi ding d6ng thoi véi cac thude loi tidu gitt kali, thude bd sung kali, chét thay
thé mudi chira kali.

Rifampicin, aminoglutethimid, carbamazepin, nafcilin, nevirapin, phenytoin, lam giam ndng d6
losartan va chét chuyén héa trong huyét twong khi ding dong thoi.

Losartan lam téng tac dung céc thudc: Amifostin, thudc ha huyét 4p, carvedilol, thudc ha duong
huyét, lithi, thudc loi tidu gift kali, rituximab.

Khéng c6 twong tac dugc dong hoc gitta losartan va hydroclorothiazid.

Céc thube chong viém, giam dau khong steroid (NSAID) nhit 1a COX-2 dung két hop véi

losartan c6 thé gdy suy than, nén can theo ddi chirc nang than cho bénh nhan.
T4c dung khong mong mudn:

Phén 16n c4c tac dung khéng mong mubn du nhe va mat dan véi thoi gian.

Thuong gap, ADR > 1/100

Tim mach: Ha huyét 4p, dau nguc.

Than kinh trung wong: Mét ngu, choang vang, mét mai.

Nbi tiét - chuyén hoéa: Tang kali huyét, ha glucose mau.

Ti€u héa: Tiéu chay, kho tiéu.

Huyét hoc: Ha nhe hemoglobin va hematocrit.

Than kinh co - xuong: Pau lung, dau chén, dau co.
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Than: Ha acid uric huyét (khi ding liéu cao), nhiém tring dudng niéu.
H6 hép: Ho (it hon khi ding céc chét e ché ACE), sung huyét miii, viém xoang.
It géap, 1/1000 < ADR < 1/100
Tim mach: Ha huyét ap thé dung, dau nguc, bléc A - V d5 11, tréng nguc, nhip chdm xoang, nhip
tim nhanh, phu mét, 6 mat.
Than kinh trung uong: Lo &u, mét diéu hoa, 14 14n, trAm cam, dau ntra dAu, dau ddu, rdi loan gidc
ngu, sbt, chéng mit.
Da: Rung tdc, viém da, da kho, ban d6, nhay cam anh sang, ngira, may day, vét bam, ngoai ban.
Nbi tiét - chuyén hoa: Bénh gt.
Tiéu hoa: Chan &n, tdo bon, déy hoi, ndn, mét vi giac, viém da day. H
Sinh duc - tiét niéu: B4t luc, giam tinh duc, tiéu nhiéu, tiéu dém.
Gan: Tang nhe cac thir nghiém vé chirc ning gan va ting nhe bilirubin.
Thén kinh co xuong: Di cam, run, dau xuong, yéu co, phu khép, dau co.
Miét: Nhin mé, viém két mac, giam thi luc, ndng rat va nhirc mét.
Tai: U tai.
C Than: Nhiém khuin duong niéu, ting nhe creatinin hoic uré.
H6 hép: Kh6 thd, viém phé quan, chay méu cam, viém miii, sung huyét dudng thd, khé chiu & hong.
Céc téc dung khéc: Toat md hoi.
Qui liéu va cich xir tri:
Dit lidu vé qua lidu & ngudi con han ché.
Biéu hién v& qua lidu c6 thé hay gap nhéi,t c6 18 12 ha huyét ap va nhip tim nhanh; cfing ¢6 thé gap
nhip tim chdm do kich thich than kinh 461 giao cam (day than kinh phé vi).
Néu ha huyét 4p triéu chimg xay ra, phai diéu tri hd tro. Ca losartan va chit chuyén hoéa c6 hoat
tinh déu khong thé loai bo duge bing thdm phén mau.
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