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30 vién nén bao phim
(3 vix 10 vién)

84 16 8X (Batch No.):
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Ngly SX (Mfg.Dats):
Hen SD (Exp.Date):
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30 film-coated tablets
(3 blisters x 10 film-coated tablets)

Losartan kall 50mg

Losapin 50

Cong thire: M3i vidn nén bao phim c6 chira:

Losartankali ....................... 50,00 mg

Té dwge vira dl 1 vién nén bao phim.

Chi djnh, Lbu ding & Céch ding, Chéng chi djnh,

Céic théng tin khic: Xem & huomg diin sir dung thube.

Bao quan:
Nai khd thodng, trénh dnh séng, nhidt ) phong < 30°C
9d xa thm tay tré em

Boc kff iurémg dlin sir dyng trée khi ding
Cén thém théng tin xin hl y kién cua béc s§
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RX - Thubc ban theo don

HUONG DAN S’ DUNG THUOC
Vién nén bao phim LOSAPIN 50
Tiéu chudn: TCCS

THANH PHAN:
Hoat chéat:
Losartan Kali.............ccveeerieeenrnecccecenns 50,00 mg
Téa duge: Vira di 1 vién nén bao phim
(Kollidon 30; Calci dibasic phosphat; Primellose; Magnesi stearat; Aerosil; HPMC 615;
PEG 6000; Talc; Titan dioxid; Mau dé Ponceau 4R; Ethanol tuyét déi; Ethanol 96%; Nwéc
tinh khiét).
DUQC LY VA CO CHE TAC DUNG:

— Angiotensin Il 1am co mach, kich thich tiét aldosteron va la thanh phan quan trong
trong sinh ly bénh hoc clia cao huyét ap. Ca Losartan va chat chuyén héa acid
carboxylic ¢on hoat tinh clia né d&u ngin chin tic dung lam co mach va tiét
aldosteron ciia Angiotensin Il bing cach (rc ché ACE la enzyme chuyén ddi
Angiotensin | thanh Angiotensin Il va xudc tac cho sy thoai hba bradykinin.

_ Losartan la chét dau tién ctia nhom thuéc chéng téng huyét ap méi, @6 la mét chét
dbi khang thy thé (typ AT1) angiotensin Il.

— Angiotensin I, tao thanh tr angiotensin | trong phan (rng do enzym chuyén
angiotensin (ACE) xuc tac, la mét chét co mach manh; dé la hormon kich hoat mach
chii yéu cia hé théng renin - angiotensin, va l1a mdt thanh phéan quan trong trong W
sinh Iy bénh hoc clia tang huyét ap. Angiotensin Il cling kich thich vé tuyén thugng
than tiét aldosteron.

— Losartan va chat chuyén héa chinh cé hoat tinh chen tac dung co mach va tiét
aldosteron clia angiotensin Il bing cach ngan can c6 chon loc angiotensin Il, khéng
cho gén vao thy thé AT1 c6 trong nhiéu mé (thi du co' tron mach mau, tuyén thugng
than). Trong nhidu m8, cling thdy c6 thy thé AT2 nhung khéng r6 thu thé nay c6 lién
quan gi dén diéu hoa tim mach hay khéng. Ca losartan va chét chuyén héa chinh c6
hoat tinh d&u khéng bidu 16 tac dung chil van cuc b & thy thé AT1 va déu c6 i lyc
v&i thu thé AT1 16n hon nhidu (khodng 1000 [4n) so véi thu thé AT2. Losartan ia mét
chét trc ché canh tranh, thuan nghich ctia thy thé AT1. Chét chuyén héa c6 hoat tinh
ctia thudc manh hon tir 10 dén 40 Ian so v&i losartan, tinh theo trong lvgng va 1a
mét chit (rc ché khéng canh tranh, thuan nghich cla thy thé AT1. Cac chéat déi
khang angiotensin Il cling c6 céc tac dung huyét dong hoc nhw cac chat rc ché
ACE, nhung khéng c6 tac dung khéng mong mudn phé bién cla cac chat trc ché
ACE la ho khan.

DUQ'C DONG HQC

_ Losartan kali dwoc hap thu tét tir dwong tiéu héa sau khi udng. Sinh kha dung cia

Losartan kali khodng 33%. Khoang 14% lidu ung clia Losartan dwgc chuyén héa
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thanh chét chuyén héa cé hoat tinh. Néng @6 dinh trung binh trong mau cua
Losartan va chit chuy&n héa c6 hoat tinh clia né dat 1an lwgt trong khodng 1 gld va

3 — 4 gio. Trong khi ndng d t4i da trong mau cia Losartan va chét chu
/"' 2

g4n két véi protein huyét twang, cht yéu 1a albumin. Nghién ctru & Ghi
riing Losartan qua hang rao mau néo rat kém. |
CHI PINH
Diéu tri tang huyét ap.
Losartan kali c6 thé dung don trj liéu hodc phéi hgp véi cac thube dléu tri cao uyet
ap khac.
CHONG CHI B|NH

— Dij (rng v&i bat c thanh phin nao cia thuée.

— Phu nir c6 thai, phy n@r cho con b, tré em, tré vj thanh nién dwéi 18 tudi do chwa cé
s6 liéu v& dd an toan va hiéu qua diéu trj.

LIEU DUNG - CACH DUNG: Dung ubng

- Lidu kh&i dAu thong thudng 1a: 50mg mét Ian mbi ngay.

- Lidu khoi dAu 25mg mét 1an mdi ngay dwgc ding & nhirng bénh nhan bj gidam thé
tich néi mach (bénh nhan dwoc didu tri voi thube Igi tiéu) va nhirng bénh nhan c6 tién
s(r suy gan. L[v
C6 thé tang lidu dén 100mg mdi ngay, ubng mét hoac hai lan.

THAN TRONG

— Khéng diing qué liéu chi dinh.

_ Khéng dugc ding chung Losartan kali véi thudc Igi tiéu git kali. Can theo déi ndng
d6 kali trong huyét & ngudi cao tudi va nguwdi suy than.

— Hiéu qua va mic @ an toan cia Losartan kali chwa dwgc xac dinh & tré dwéi 18
tudi.

_  Mbt s& ngudi cao tudi cé thé nhay cam hon véi Losartan vi vay nén khéi dau véi liéu
th&p hon. Nén dung liéu khdi dau thAp hon déi véi ngudi quéa 75 tudi.

_ D6 v&i ngudi bi thigu hut thé tich tudin hoan c6 thé xay ra tut huyét &p khi khi dau
didu tri. & nhirng bénh nhan nay nén diing liéu khéi dau thap hon.

— C6 gdp cac thay ddi v& chirc nang than da dwoc ghi nhan & cac bénh nhan nhay
cam dwoc diéu tri voi Losartan. & ngwdi ma chirc nang than phy thugc vao hé
rennin-angiotensin ho3c Losartan da gay ra thiéu niéu va/hodc nitrogen mau tién
trién.

— Nén dung liéu thdp hon cho bénh nhan suy gan va bénh nhan suy than vira dén
nang.

_ DPéi véi bénh nhan hep ddng mach than mét bén hodc hai bén, ding thuéc (rc ché
men chuyén héa ho#c Losartan c6 thé lam tang nitrogen urea mau hodc creatinin
huyét thanh.

TAC DUNG KHONG MONG MUON

_ Phan 16n cac tac dung khéng mong mudn déu nhe va mét dan véi thei gian.

- Thuwdng gap: ADR > 1/100
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Tim mach: Ha huyét ap
Than kinh trung wong: Mat ngt, choang vang
N&i tiét — chuyén héa: Tang kali huyét
Tiéu hoéa: Tiéu chay, khé tiéu
Huyét hoc: Ha nhe hemoglobin va hematocrit
Than kinh co — xwong: Pau lwng, dau chan, dau co
Than: Ha acid uric huyét (khi dung liéu cao)
Hé hap: Ho (it hon khi diing cac chét rc ché ACE), sung huyét mdi, viém xoang.
- It gsp: 171000 < ARD < 1/100
+ Tim mach: Ha huyét ap thé dirng, dau nguc, bléc A — V dd II, trdng ngwc, nhip
cham xoang, nhjp tim nhanh, phi mat, §6 mat.
+ Than kinh trung wong: Lo &u, mét didu hoa, 10 1&n, trAm cam, dau nira dau, dau
dAu, réi loan gidc ngl, sét chéng mat.
+ Da: Ryng téc viém da, da khd, ban d6, nhay cam anh sang, ngtra, may day, vét
bam, ngoai ban.
Noi tiét — chuyén héa: Bénh gut
Tiéu héa: Chén &n, tao bon, dAy hoi nén, mét vi giac, viém da day. '
Sinh duyc — tiét niéu: BAt lwc, gidm tinh duyc, tiéu nhiéu, tiéu dém.
Gan: Tang nhe cac thir nghiém v& chirc nang gan va tang nhe bilirubin.
Than kinh co xwong: Di cdm, rung, dau xwong, yéu co, phii khép, dau xo co.
Mét: Nhin m&, viém két mac, giam thi lc, nong rat va nhirc mét
Tai: U tai
Than: Nhi&m khuén dwdng tiét niéu, ting nhe creatinin hodc uré
+ Hé hép: Kho thd, viem phé quan, chdy mau cam, viém mdi, xung huyét dwdng
thé, kho chju & hong.
+ Céc tac dung khac: Toat md héi
Théng béo cho béc s nhirng tac dung khéng mong muén gap phai khi str dung
thudc.
TUONG TAC THUOC
_ Dung déng thoi véi cimetidin c6 thé 1am téng ndng dd Losartan kali trong huyét
thanh.
_ Dung ddng thi véi Phenobarbital c6 thé 1am gidm ndng d6 Losartan kali va ndng d%
ciia chét chuyén héa c6 hoat tinh clia né trong huyét thanh.
_ C6 thé 1am ting nhe nitrogen urea mau, creatinin huyét thanh, bilirubin huyét thanh,
hodc men gan.
LUC c6 THAI VA NuOI CON BU
_ Trong th&i ky mang thai: Dung céc thudc tac dung tryc tiép 1&n hé thdng renin -
angiotensin trong ba thang gitra va ba thang cudi ctia thai ky c6 thé gay it nuéc bi,
ha huyét 4p, vé niéu, thidu niéu, bién dang so mét va tir vong & tré so sinh. Mic du,
viéc chi dung thuéc & ba thang dau cla thai ky chwa thdy c6 lién quan dén nguy co
cho thai nhi, nhung du sao khi phat hién c6 thai, phai ngtrng losartan cang sém cang
tét. Khi can dung phai tham khdo y kién cia thay thudc.

+++++ + ++
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— Trong thei ky cho con bu: Khdng biét losartan c6 tiét vao sira me hay khéng, nhwng
¢6 nhirng lwgng dang ké losartan va chét chuyén héa cé hoat tinh cla thude trong
si¥a ciia chu6t céng. Do tim nZng c6 hai cho tré nhé dang bi me, phai quyét dinh
ngirng cho con b hodic ngirng thuée, ¢6 tinh dén tAm quan trong clia thubc dbi véi
ngudi me.

NGU®1 LAI XE VA VAN HANH MAY MOC: Ngudi didu khién xe may nén tranh
nhirng hoat dong trén néu c6 phan (ng phy nhw choang vang.
QUA LIEU VA XU TRI:

- Triéu chirng ctia qua lidu gdm: Ha huyét ap, tim dap nhanh. Trong treéng hop dung
qua lidu, cAn diéu trj triéu chirng. W
Théng béo ngay cho béac sy nhirng tac dung khéng mong muon gap phai khi s
dung thuéc qué liéu

DONG GOI: Vi 10 vién nén bao phim, hop 3 vi.

BAO QUAN: Noi khé thoang, tranh anh sang, nhiét 49 phong (< 30°C)
HAN DUNG: 36 thang k& tir ngdy san xuét.

TIEU CHUAN: Tiéu chudn nha san xuét

THUOC NAY CHI DUNG THEO PON CUA BAC SI
KHONG DUNG THUOC QUA HAN SUF DUNG
DE XA TAM TAY CUA TRE EM
POC KY HPONG DAN SU’ DUNG TRUOC KHI DUNG
NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC Si

TEN VA DJA CHI NHA SAN XUAT
h CONG TY CO PHAN SPM (SPM CORPORATION)
sp ;“ www.spm.com.vn A\
L6 51, Dudng s6 2, KCN Tan Tao, P. Tan Tao A, Q. Binh Téan, Tp. HCM
PT: (08) 37507496 Fax: (08) 38771010 a

Tp. HCM, ngay 10 thang 04 nam 2013
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