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1. Nhiin truc ti€p trén don vi déng gbi nhé nhat:
a). Nhan vi 10 vién nén bao phim.

b 5 wd 5 b % ob
~\ 99 % . ~\ P 7 4
‘ P- "@ T A ‘L‘( P‘ @}t"@ P?:iz;“\gﬂ\
+ \'05

Lo ior S S Lot o
& \'05(;\2%“& \_o‘.ltoﬁa“ \'o‘bp‘ \:&.‘\i oa.l "'::::uw’“
o
g o wb b ob wb
2 96" 5 5 9% 95
““ P‘T\\@“ v‘S P_ﬁ;:?—:.fﬂ 115 P \&\‘ .v:‘ F“‘:@’@@ ““ P“.‘x\m\.\
ST et P LETT oP T qoPla T 9P e
\O7\ o=® WP c;&?*“ A7 o= WO 107\ o#
2. Nhan trung gian:
g8
a). Nhian hop 1 vi x 10 vién nén bao phim.
R THUGC BAN THEO BON _ GMP-WHO
X FRESCRIPTION ONLY 1 vIx 10 vi&n nén bao phim

1 blister x 10 film-coated tablets

LOSARTAN 25 mg
Losartan kali
-1

SARTAN 25 mg

Lo

THANH PHAN: MBI vien nén bao phim chisa: chl DINH, LIEU LUGNG & CACH DUNG, CHONG CHI
- Losartan kali 25 mg DINH, TUONG TAC THUGC, TAC DUNG KHONG MONG
- T4 dugc vira di. mubN VA NHONG B1EU CAN LUU ¥: Xin doc trong t
BAD QUAN: Nai kho, nhiét 49 dui 30 °C, trdnh 4nh séng. nudng dln sit dyng.
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COMPOSITION: Each film-coaled tablet contains: INDICATIONS, DOSAGE AND ADMINISTRATION,
- Losartan polassium 25 mg CONTRAINDICATIONS, INTERACTIONS, SIDE EFFECTS
- Exciplents s.q.1. AND OTHER PRECAUTIONS: Read the package insert.

STORAGE: Store in 2 dry place, below 30 'C, protect from Eght.
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b. Nhan hop 2 vi x 10 vién nén bao phim.

=
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e GMP-WHO
) M s e 2vix 10 vién nén bao phim
2 blisters x 10 film-coated tablets

LOSARTAN 25 mg

Losartan kali

PRESCRIPTION CHLY

LOSARTAN 25 mg

THANH PHAN: MBI vién nén bao phim chifa: cHl BINH, LIEU LUJNG & CACH DUNG, CHONG
- Losartan kali 25 mg cHl BINH, TUONG TAC THUGC, TM:_DUNG
- T4 dugc vira a0, KHONG MONG MUGN VA NHUNG DIEU CAN LUU

BAO QUAN: Noi khd, nhiét @9 dudi 30 °C, tranh  ¥: Xin doc trong t hugng ddn st dyng.
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COMPOSITION: Each film-coated tablet contains: INDICATIONS, DOSAGE AND ADMINISTRATION,
- Losartan potassium 25 mg CONTRAINDICATIONS, INTERACTIONS, SIDE
- Exciplents s.q.f. EFFECTS AND OTHER PRECAUTIONS: Read the
STORAGE: Store in a dry place, below 30 °C, protect  package insert.

from light.
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c. Nhan hop 10 vi x 10 vién nén bao phim.

R GMP-WHO
X THUGC BAN THEO BON 10 vi x 10 vign nén bao phim

LOSARTAN 25 mg

Losartan kali

LOSARTAN 25 mg

THANH PHAN: MBi vién nén bao phim chia:  CHI DINH, LifU LUJNG & CACH DUNG,
- Losartan Kali 25 mg cHONG CHI BINH, TUONG TAC THUdC, TAC
- T4 dugc visa di. DUNG KHONG MONG MUGN VA NHONG BIEU
BAO QUAN: Noi kho, nhiét dg dudi 30°C, GAN LU ¥: Xin doc trong t hudng dén sif dyng. }'ﬂ]\"/

trénh dnh sang.
CONG TY ¢ PHAN XUAT NHAP KHAU Y TE DOMESCO

SOK: et 66 Qudc 19 30, P. My Phi, TP. Cao Linh, Bdng Thip
TIEU CHUAN AP DUNG: TCCS (Dat chiing nh3n IS0 9001: 2008 & ISOAEC 17025: 2005)
pE XA TAM TAY TRE EM @=== Tuvin khich hang
BOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG @ 067385195
R GMP-WHO
X PRESCRIPTION OHLY 10 biisters x 10 film-coated tablets

dx/gH
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LOSARTAN 25 mg

Losartan potassium

COMPOSITION: Each film-coated tablet contains;  INDICATIONS, DOSAGE AND

- Losartan potassium 25 mg ADMINISTRATION, CONTRAINDICATIONS,

- Excipients s.q.f. INTERACTIONS, SIDE EFFECTS AND OTHER
STORAGE: Store in a dry place, below 30 °C.  PRECAUTIONS: Read the package insert.
protect from light.
DOMESCO MEDICAL IMPORT EXPORT JOINT-STOCK CORP.
66 National ad 30, My Phu Ward, Ca Lash City, Dong Thap Provinee

REGISTRATION NUMBER: .....coos
{Achieved IS0 9001: 2008 & ISOAEC 17025: 2005 certifications)

MANUFAGTURER'S SPECIFICATION

KEEP OUT OF REACH OF CHILDREN
READ CAREFULLY THE PACKAGE INSERT BEFORE USE
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TO HUONG DAN SU DUNG THUOC

Rx
Thuéc ban theo don

LOSARTAN 25 mg
THANH PHAN: Mai vién nén bao phim chira:
o L OSATtAN KAllo oo v horaisnios sule bl ale e sy i s A e e ia el S e m sl Sl e e e s
- T4 duoc: Lactose khan, Avicel PH102, Natri croscarmellose, Magnesi stearat,
Hydroxypropyl methylcellulose 15¢P, H ydroxypropyl methylcellulose 6¢P, Polyethylen glycol
6000, Colloidal silicon dioxid A200, Talc, Titan dioxid, Mau Sicovit red.

DANG BAO CHE: Vién nén bao phim.
QUY CACH DONG GOI: Hop 1, 2, 10 vi, m6i vi 10 vién. /UL‘//
CHI DINH:

- Diéu tri tang huyét 4p.

- Giam nguy co méc va tir vong tim mach cho bénh nhan tang huyét ap c6 phi dai that tréi.

- Bio vé than cho bénh nhan déi thao dudng typ 2 c6 protein niéu.

LIEU LUQNG VA CACH DUNG:

* Cach dung : Dung udng, c6 thé udng losartan khi déi hay no.

* Lidu ding :

- Liéu dung tuy thudc ting nguoi bénh va phai diu chinh lidu theo dap tmg huyét ap. Néu
khéng kiém soat dugc huyét ap véi liéu da dung thi cach 1 - 2 thing mot lan phai diéu chinh
liéu lugng thude chdng tang huyét ap.

- Lidu khoi dau va duy tri dbi v6i phan 16n nguoi bénh 12 50 mg, udng mdi ngay mot lan. Téc
dung t6i da dicu tri ting huyét ap dat duge 3 -6 tudn sau khi bt diu dung thudc. C6 thé ting
liéu 1én t¢i 100 mg, ngay mot lan.

- V6i ngudi bénh giam thé tich dich tuan hoan (vi du ngudi diéu trj thude loi niéu lidu cao),
nén xem xét dung liéu khoi dau 1a 25 mg, mdi ngay mot lan,

- Khong can phai diéu chinh liéu khai dau cho ngudi bénh cao tudi hodc ngudi bénh suy thén
ké ca ngudi dang tham phan mau. Can xem xét dung liéu thip hon cho ngudi bénh c6 tién sir
suy gan.

- Néu dung losartan don doc ma khong kidém sodt dugc huyét ap, c6 thé thém thudc lgi niéu
lidu thép.’ Hydroclorothiazid ching t6 ¢é tac dung cong luc. C6 thé dung losartan cing véi cac

r .

thudc chong tang huyét ap khac. Khong dugc phdi hop losartan voi cac thudc loi niéu giir kali
do nguy co tang kali huyét.

CHONG CHI PINH:

Qua man cam v6i bét ky thanh phan nio cua thude.

THAN TRONG KHI SU DUNG:

- Man cam : Phu mach. :

- Ha huyél dp va mdt can bang dich, dién gidi : O nguoi bénh mat thé tich dich tuan hoan (nhu
nguoi diéu tri thudc loi niéu licu cao) co thé xay ra ha huyét ap triéu chimg. Phai diéu'chinh
nhing tinh trang nay truéc khi dung thudc, hodc phai dung liéu khoi dau thap hon. Mat can
bang dién giai thuong gap ¢ ngudi bénh suy than. co kém tiéu dudng hoic khong.

- Suy chite nang gan : Dua trén dit liéu duge dong hoc da ching minh ¢ sy ting nong do
losartan trong huyét tuong & ngudi bénh xo gan, can xem xét dung liéu thap hon cho ngudi
bénh c6 tién st suy gan.

- Suy chitc ndng than : Do hau qua tic ché hé thong renin — angiotensin, da c6 bao cdo vé
nhimg thay ddi trong chirc nang than, bao g6m suy thin & nguoi man cdm, nhitng thay ddi nay
trong chirc nang than cd thé hdi phuc duoc khi ngimg thudce.

- Sir dung thudc cho tré em : Vi nhimg tré em c6 thé nudt dugc vién thudc, lidu dugc khuyén
c40 12 25 mg 1 lan/ngay & nhitng bénh nhan nang > 20 kg dén < 50 kg, c6 thé tang lidu dén t6i
da 12 50 mg ngay 1 lan. O nhiing bénh nhén ¢6 can ndng > 50 kg, lidu khoi dau la 50 mg, ngay

A 3 3 ’

1 14n, c6 thé tang lidu dén toi da 100 mg, ngay 1 lAn. Trude khi dung thube cho tré em, nén
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dicu chinh tinh trang giam thé nch tuan hoan. Khong khuyén cdo sir dung thudc & tré em c6 do
loc ciu than < 30 ml/phat/1,73 m?, & tré em bj suy gan ho#c & tré so sinh vi chua c6 dir li€u.
PHU NU' CO THAI VA CHO C()N BU:

Dung cac thubc tac dung tr e tiép lén hé thong renin — anglotensm trong ba thang gitra va ba
thang cudi cua thai ky ¢6 thé gay it nudce 01, ha huyel ap, vO ni€u, thiéu niéu, bién dang so mat
va tir vong & tré so sinh. Mac du viéc chi dung thudc & ba thang dau cua thai ky chua thay c6
lién quan dén nguy co cho thai nhi, nhung du sao khi phat hién c6 thai, phai ngimng losartan
cang sém cang tot.

Khong biét losartan c6 tiét vao sita me hay khong, nhung cé nhimg lugng dang ké losartan va
chét chuyén hoa c6 hoat tinh cua thue trong sita ctia chudt cong. Do tiém nang c6 hai cho tré
nho dang bu me, phdl quyel dinh ngtmg cho con bu hodc nging thudc, c6 tinh dén tm quan
trong clia thude d01 VGl nguoi me.

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

Than trong khi lai xe va van hanh mdy moc vi thude c6 thé g gy chéng mat, suy nhugc, mét
moi va choang vang,

TUONG TAC VOl CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC:

- Losartan phdi hop cling véi cimetidin lam tang dién tich duéi duong cong (AUC) cuia
losartan khoang 18 %, nhung khéng anh hudng dén duoc dong hoc cua chét chuyén héa cé

hoat tinh cua losartan.
- Losartan phoi hop cling véi phenobarbital lam giam khoang 20 % AUC cua losartan va clia

chat chuycn héa cé hoat tinh.

- Cac thudce loi ni¢u gitt kali (nhu spironolacton, tr iamteren, amilorid), bo sung kali, cac chat
thay thé mudi co chira kali, khong dugc phcn hop véi losartan vi nguy co ting kali trong huyet
thanh.

- Hiéu qua giam huycl ap c6 thé bi giam khi phdi hop véi cac thudc khang viém khdng steroid.
TAC DUNG KHONG MONG MUOl\

Phén 16n cac tac dung khong mong mudn déu nhe va mat dan véi thoi gian.

Thuong gap: Ha huyét ap, mét ngu. chodng vang, tang kali huyét, tiéu chay, kho tiéu, ha nhe
hemoglobin va hematocrit, dau lung. dau chan, dau co, ha acid uric huyét (khi ding liéu cao),
ho (it hon khi dung cdc chét tre ché ACE), sung huyét mu1 viém xoang.

It gap: Ha huyét ap thé dang, dau nguc, bléc AV do I, tréng nguc, nhip cham xoang, nhip tim
nhanh, phu mat, do mat, lo au, mat diéu hoa, 10 an, trdm cam, dau nira dau, dau ddu, rbi loan
gic ngu sbt, chong mit, rung toc, viém da, da khd, ban do, nhay cam 4nh séng, ngua, may
day, vét bdm, ngoai ban, bénh gut, chan an, tdo bon, day hoi, non, mat vi gidc, viém da day,
bt luc, giam tinh duc, dai nhiéu, dai dém, tang nhe cac thir nghiém vé chirc ning gan va tang
nhe bilirubin, di cam, run, dau xuong, yéu co, phu khép, dau xo co, nhin m, viém két mac,
giam thi luc, ndng réat va nhirc mét. 1 tai, nhiém khuén duong niéu, ting nhe creatinin hoac
uré, kho tho, viem phé quan, chay mau cam, viém mili, sung huyét duong thé, khé chiu &
hong, todt md héi.

- Thong béo cho bic si nhiing tac dung khong mong mudn gip phai khi sir dung thudc.

QUA LIEU VA CACH XU TRI:

- Tai lidu vé qué liéu & nguoi con han ché. Biéu hién vé qua lidu c6 thé hay gdp nhat c6 thé 1a
ha huyét ap va nhip tim nhanh, ciing c6 thé xay ra (im dap chdm do kich thich thén kinh phé
giao cam (d4y than kinh phé vi). Néu ha huyét ap triéu ching xay ra, can tién hanh céc bién
phép diéu tri hd tro.

- Khong thé loai bo losartan va chit chuyén héa con hoat tinh clia losartan bang thdm phan loc

mau.
DUQC LUC HOC:

- Losartan la chét dAu tién ctia nhém thude chong tang huyét ap méi, d6 1a mot chét d6i khang
thy thé (typ AT,) angiotensin 11.

- Angiotensin II, tao thanh tir angiotensin [ trong phan tng do men chuyen anglotensm (ACE)
xuc tac, 1a mot chat co mach manh; d6 Ia hormon kich hoat mach chu yeu ctia hé thong renin-
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angiotensin va la mot thanh phan quan trong trong sinh ly bénh hoc clia tang huyeét ap.
Angiotensin II cling kich thich vo tuyén thugng thén tiet aldosteron. )

- Losartan va chit chuyén héa chinh c6 hoat tinh chen tac dung co mach va tiét aldosteron cua
angiotensin 11 bang céch ngén can c6 chon loc angiotensin I, khong cho gan vao thu thé AT,
cd trong nhiéu méd (thi du co tron mach mau, tuyén thuong thén). Trong nhiéu md, cling thay
c6 thu the AT, nhung khong 16 thy thé nay co lién quan gi dén Qiéu hoa tim mach hay khong.
Ca losartan va chit chuyén héa chinh c6 hoat tinh déu khong biéu 16 tac dung chul van cuc bc‘p (o]
thu thé AT, va déu c6 ai luc véi thu thé AT, 16n hon nhiéu (khoang 1000 14n) so voi thu the
AT,.

- Losartan la mot cht e ché canh tranh, thuan nghich cua thu thé AT,. Chét chuyén héa c6
hoat tinh cua thudc manh hon tir 10 dén 40 14n so véi losartan, tinh theo trong lugng va la mot
chit trc ché khong canh tranh, thuan nghich cta thy thé AT,. C4c chét dbi khang angiotensin II
cling c6 cdc tac dung l}LnyéI dong hoc nhu cac chét tc ché ACE, nhung khong c6 téc dung

khong mong muon pho bién ctia cac chat tre ché ACE Ia ho khan. M/‘_,
DUQC DONG HOC: /

- Sau khi udng, losartan hap thu tot va chuyén hoa budc dau nhiéu qua gan nhd cdc men
cytochrom Pyso. Sinh kha dyng cta losartan xdp xi 33 %. Khoang 14 % liéu losartan udng
chuyén thanh chat chuyén hoa cé hoat tinh, chét nay dam nhiém phén Ién tinh d6i khang thu
thé angiotensin II. Thoi gian ban thai ctia losartan khoang 2 gi®r va cia chat chuyén héa
khoang 6-9 gio. Nong do dinh trung binh cua losartan dat trong vong 1 gio va cua chét chuyén
héa c6 hoat tinh trong vong 3-4 gio.
- Losartan va chat chuyén hoa ¢ hoat tinh déu lién két nhiéu véi protein huyét tuong, chu yéu
12 albumin va ching khéng qua hang rao mau — nao. Thé tich phan bd cua losartan khoang 34
Jit va cia chat chuyén hoa c¢é hoat tinh khoang 12 lit. D3 thanh thai toan phén trong huyét
twong clia losartan khoang 600 ml/phut va cta chit chuyén héa c6 hoat tinh la 50 ml/phat; do
thanh thai ctia chung ¢ than tuong tmg véi khoang 75 ml/phut va 25 ml/phut. Sau khi udng
losartan ghi dau 4. thu lai khoang 35 % d phong xa trong nude tiéu va khodng 60 % trong
phan.
- O nguoi bénh xo gan tir nhe dén vira, dién tich dudi duong cong (AUC) cua losartan va cua
chét chuyén hoa c6 hoat tinh cao hon, twong (ng glp 5 lan va 2 lan so v&i ngudi bénh ¢ gan
binh thuong.
BAO QUAN: Noi khé, nhiét do duéi 30 °C. trdnh anh sdng.
HAN DUNG: 36 théng ké tir ngay san xudt.
THUOC NAY CHI DUNG THEO PON CUA BAC SL
POC KY HUONG DAN SU DUNG TRUOC KHI DUNG
NEU CAN THEM THONG TIN XIN HO1 Y KIEN BAC SI.
PE XA TAM TAY TRE EM.

NHA SAN XUAT VA PHAN PHOI

@& CONG TY CO PHAN XUAT NHAP KHAU Y TE DOMESCO

X Dia chi: 66 - Qudc 16 30 — Phuong My Phu — TP. Cao Lanh — Bong Thap
Pién thoai: 067. 3851950
w TP. Cao Lanh, ngay 14 thing 05 niim 2014
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