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Rx Thudc ban theo don

SUTRIPTAN® 50

Losartan kali
Vién nén bao phim

THANH PﬂﬁN*Mﬁl w%n\.gehbao phim chifa:

Hoat chat” \
s Losartdnkgh P 50 mg
Té dugc. Cefi inh thé PH 102, tinh bot ngd, lactose ddp thdng, hydroxypropyl cellulose,

magnesi stearat, opadry Il white.

MO TA SAN PHAM:
Vién nén bao phim, mau tring hay tring nga.
DUQC LUC HOC:

Losartan la thufc ddu tién trong nhém thudc chéng ting huyét dp méi — thudc di khang thu thé
angiotensin Il (typ AT;). Angiotensin I, tao thanh tu angiotensin | trong phan (ing do enzym chuyén
héa (ACE) xic tac, 1a mot chit co mach manh; d6 Ia hormon kich hoat mach chii yéu clia hé théng
renin-angiotensin, va la mot thanh phdn quan trong trong sinh Iy bénh hoc clia ting huyét ap.
Angiotensin Il cling kich thich vo tuyén thugng thén tiét aldosteron.

Losartan va chat chuyén hoa chinh c6 hoat tinh chen tac dung co mach va tiét aldosteron clia
angiotensin 1| biing cdch ngan can cé chon loc angiotensin 11, khong cho gén vao thu thé AT, ¢6 trong
nhiéu mo (thi dy cd tron mach mau, tuyén thugng than). Trong nhiéu mé, cling thdy c6 thu thé AT,
nhung khéng rd thu thé nay co lién quan gi dén diéu hoa tim mach hay khéng. Ca losartan va chét
chuyén héa chinh c6 hoat tinh déu khéng biéu 16 tic dung chli van cuc bd & thu thé AT1 va déu co ai
lyc véi thy thé AT1 I16n hon nhifu (khodng 1000 1dn) so v6i thu thé AT2. Losartan 12 mot chét Gc ché
canh tranh, thuin nghich clia thy thé AT,. Chét chuyén héa c6 hoat tinh manh hon tir 10 d&n 40 I4n so
vi losartan, tinh theo trong lugng va Ia mot chét dc ch& khdng canh tranh, thudn nghich clia thy thé
AT,. Cac chdt d6i khang angiotensin Il cling ¢6 cc tic dung huyét dong hoc nhu cdc chdt Gc ché -
ACE, nhung khéng c6 tac dung khéng mong mudn phd bién clia cac chat ic ché ACE 1a ho khan. “q
DUQC BONG HOC: b

Sau khi ubng, losartan hadp thu t6t va chuyén hoéa buéc ddu nhiéu qua gan nhd céc enzym
cytochrom P450. Kha dung sinh hoc clia losartan xdp xi 33%. Khoang 14% liéu losartan uéng chuyén
thanh chét chuyén hoa c6 hoat tinh, chdt ndy dam nhiém phén I6n tinh di khang thy thé angiotensin
II. Nita doi thai trii clia losartan khodng 2 gid, va clia chdt chuyén hoa khoang 6 - 9 gid. Nong do dinh
trung binh cla losartan dat trong vong 1 gid, va clia chat chuyén héa c6 hoat tinh trong vong 3 - 4
gio.

C4 losartan va ch4t chuyén hoa c6 hoat tinh déu lién két nhiéu véi protein huyét tuong, chil yéu la
albumin va ching khéng qua hang rao médu - ndo. Thé tich phan b cla losartan khodng 34 lit va cla
chat chuyén hoa co hoat tinh khodng 12 Iit. D6 thanh thai toan phédn trong huyét tuong clia losartan la
khodng 600ml/phit va clia chat chuyén hoa cd hoat tinh 1a 50ml/phit; do thanh théi clia ching 6 than
tyong dng véi khoang 75mi/phit va 25mi/phit. Sau khi udng losartan ghi dau “C, thu lai khodng 35%

dd phong xa trong nudc tifu va khoang 60% trong phan. V)/

0 ngudi bénh xo gan tli nhe dén vira, dién tich dudi dudng cong (AUC) clia losartan va clia chét
chuyén hoa co hoat tinh cao hon, tuong tng, gdp 5 1dn va 2 Idn so véi G ngudi bénh co gan binh
thuding. "

CHI BINH:

Losartan duoc dung cho diéu tri ting huyét dp. C6 thé diing don doc hodc phdi hop vdi cic thudc
chéng tang huyét ap khac.

CACH DUNG - LIEU DUNG:

C6 thé ubng thudc khi déi hay no.
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— Liéu dung tly theo tling ngudi. Thong thudng liéu khdi dau ia 50 mg ngay 1 lan, va liéu 25 mg/
ngay dugc khuy€n cdo § benh nhan cb tinh trang giam thé tich ndi mach (vi du & ngudi dang ding
thudc loi tidu) va bénh nhan cé tién sit suy gan. Higu luc ha huyét dp t6i da clia losartan dat dugc
sau khi khéi ddu diu tri tir 3 dén 6 tudn.

~ Liéu duy tri; 28T 1130 my/ ngay c6 thé dugc ubng trong 1 hodc 2 lan.

~ Néu gh ngklémxsaét duge huyét 4p voi liéu da dung thi cach 1 - 2 théng phai diéu chinh liéu lugng
thuc)'cn hgng tang' hiyet'ap mot 14n.

- Né’u\{{ t 4p’khBng/duoc kiém sodt hoan toan khi dung Losartan don ddc, c6 thé thém thudc loi

-.,EP «quiroslorothmzm chitng td téc dung cong luc.

Qué min véi Losartan hodc v6i bét ci thanh phdn nao clia thudc.

LUU Y VA THAN TRONG:

— Bénh nhan bi gidm thé tich ndi mach (do ding thudc Igi tiéu liéu cao), hodc c6 nhitng yéu t6 khac
dé& din dén ha huyét ap.

— Suy gan.

— Hep dong mach thén.

— Trd em: hdi v ki€n bac sT vé viéc sir dung thudc nay.

Phu nif ¢6 thai va cho con bi:

— Théi ky mang thai: Ding cic thudc tac dung tryc tiép Ién hé théng renin - angiotensin trong ba
thang giia va ba thang cui clia thai ky co thé gy it nudc 6i, ha huyét ap, vo niéu, thiéu nigu, bién
dang so mit va tif vong & tré so sinh. Mc du, viéc chi dung thubc & ba thang déu clia thai ky chua
thdy c6 lien quan dén nguy co cho thai nhi, nhung du sao khi phat hién c thai, phai ngling losartan
cang sém cang t6t.

— Théi ky cho con bl: Khong biét losartan c6 tiét vao siia me hay khéng, nhung cé nhiing lugng dang
ké losartan va chdt chuyén héa co hoat tinh clia thubc trong siia clia chudt cong. Do tiém nang cé
hai cho tré nhé dang b me, phai quyét dinh ngling cho con bi hodc ngiing thudc, c6 tinh dén tdm
quan trong clia thudc doi véi ngudi me.

T4c dong clia thudic khi 14i xe va vén hanh mdy méc:

— Chua c6 nghién ciiu vé dnh hubng dén qud trinh van hanh may méc tau xe.

TAC DUNG KHONG MONG MUGN:

Thudng gdp, ADR > 1/100

— Ha huy8t 4p. M4t ngli, chodng vang. Tang kali huyét, tiéu chdy, khé tiéu, gidm nhe hemoglobin va 3

hematocrit. Dau lung, dau chan, dau cd. Ha acid uric huyét (khi dung liéu cao). Ho (it hon khi ding
céc thudc (c ché ACE), sung huy&t mii (nghet mi), viém xoang. %

It gdp, 1/1000 < ADR < 1/100

— Ha huyét ap thé ding, dau ngyc, bléc nhi thdt do II, danh tréng nguc, nhip xoang chdm, nhip tim
nhanh, phi mit, dd mit. Lo 4u, m4t difu hoa, 10 1&n, trdm cAm, dau nila ddu, dau ddu, réi loan gidc
ngll, s6t, chéng mit. Rung toc, viém da, da khd, ban dé, nhay cam &nh séng, ngda, may day, bénh
gdt. Chan 4n, tao bon, ddy hoi, non, viém da day. Tang nhe cdc thif nghiém vé chiic nang gan va
ting nhe bilirubin. Dj cam, run, dau xudng, yéu cd, phii khdp, dau xo co. Nhin m, viém két mac,

gidm thi lyc, néng rat va nhilc mét, U tai. Nhiém khudn dudng niéu, ting nhe creatinin hodc uré.

Kho tho, viém ph& quan, chdy mau cam, viém mii, sung huyét dudng thd, kho chiu & hong.

— C4c tac dung khac: Toat md hoi.

Théng béo cho béc sT nhitng tdc dung khdng mong mudn gap phdi khi sir dung thudt.

TUGNG TAC THUBC:

_ Sit dung ciing lic véi cac thudc Igi tiéu gilt kaii, chat bd sung kali, mudi chiia kali co thé dan dén su
gia ting nguy hiém clia kali huy@t thanh.

— Hiéu qua chdng tang huyét ap clia Losartan cO thé gidm boi cdc thudc NSAID (khang viém khong
steroid).

_ Céc chat iic ché men cvtochrome P450 (nhu Fiticonazole) ¢ thé lam gidm hoat ding clia Losartan.

QuUA LiEs vA cacH xIT T
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o Triéu chiing: Bidu hign vé qua iidu co thé hay gdp nhat co 1§ 12 ha huy&t 4p va nhip tim nhani; cling
c6 thé gip nhip tim cham do kich thich thdn kinh d6i giao cam (day than kinh phé vi)
Xif tri- N6u ha huyBt-ap tribu ching xay ra, phai diéu trj hd trg. C& losartan va chat chuyén hoa cé hoat
tinh déu khong thé loai bd-dude bing loc mau.
TRINH BAY: Hop 8vi%™10_vién nén bao phim.

BAO QUAN: § hh%ﬁgﬁﬁﬁc{@@ad&g noi kho rdo, tranh dnh sng.
HAN DUNGA36, f4ng, k8.t ngay sin xudt. Knong ding thudc khi qué han s dyng.

ﬁiu SU DUNG:...

DE XA TAM TAY TRE EM
POC KV HUGNG DAN SU DUNG TRUGC KHI DUNG
KHONG DUNG QUA LIEU CHi BINH
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC ST
Nha san xudt: \ﬂ/

,‘?73,7”;“‘1‘.{\
cONG TY 8 PHAN DUGC PHAM OPV
L6 27, Dudng 3A, Khu Cong Nghiép Bién Hoa I, Thanh phd Bién Hoa, Tinh Dong Nai.

PHG CUC TRUONG

ANl Vit SHing
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