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TORSARTAN 20

10 BLISTER STRIPS OF 10 TABLETS EACH

‘D0 NOT EXCESS INDICATED DOSE"
“KEEP OUT OF REACH OF CHILDREN"

“READ THE INSTRUCTIONS CAREFULLY

BEFORE USING™

Compaosition:

Each film coaled tablet contains :
Oimesartan Medoxomil ~ 20myg
Dosage & Administration:

As directed by the Physician
Indication, Contraindication,
Precaution and Side effects:
Please see the enciosed leaflel
Storage condition:

Stare below 3(7C,

protect from light and moisture.

Batch No. :
Mfg.
Exp.

Indications - Please see the package insert.
For dosage, Administration, Contra-indications,
Precautions, Please see the package insert.
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Rx

TORSARTAN 20

(Vién nén bao phim Olmesartan medoxomil 20 mg)

CANH BAO DAC BIET:

Chi str dung thuée nay theo don

Doc ky hudmg ddn ste dung tricoc khi dimg

Khéng dimg qud liéu chi dinh.

Néu cdn thém thong tin, xin hdi p kién bdc st

Xin théng béo cho bdc st biét cdc tdc dung khéng mong mudn trong qud trinh si dung.
Khong ding thudc da qua han st dung.

Dé thudc ngodi tam voi ciia tré.

THANH PHAN:
M0i vién nén bao phim c6 chua:
Hoat chdt: Olmesartan medoxomil .....c.cooicvvriveiisicrencncncann 20 M

Ta dugc. Lactose monohydrate, Low substituted hyd;)xy propyl cellulese, Hydr-c;xy bf;;ylgimose
(Klucel LF), Cellulose, Microcrystalline (PH 102), Magnesium Stearate, Hypromellose 2910 (6¢ps), Talc,
Titanium Dioxide.

DUQC LUC HOC:

Nhém dwge I: D61 khang Angiotensin II, ma ATC: C09C A08.

Co ché tic dung:

Olmesartan medoxomil 12 mét thubce d6i khang thu thé angiotensin II (loai AT1) manh va chon
loc dudng ubng. Olmesartan medoxomil ¢6 kha nang d6i khang tic dung ctia angiotensin II
diroc hoat héa boi thy thd AT1, bét k& ngudn gbe holdic con dudong tdng hop clia angiotensin II.
D61 khang chon loc thu thé angiotensin II (AT1) din dén lam tang ndng dé renin huyét twrong va
ndng d6 angiotensin I va& II va gidm ndng d6 mdt s6 aldosterone huyét twomg.
Angiotensin II la hormone tic dong 1én mach mau chi yéu cia hé théng renin-angiotensin-
aldosterone va déng vai trd quan trong trong sinh 1y bénh cta ting huyét 4p thdng qua thu thé
AT1. Trong didu tri tang huyét 4p, olmesartan medoxomil lam giam huyét 4p kéo dai va phu
thude véao lidu ding. Hién tai chua c6 béo cdo thude gy ha huyét ap lidu du tién, loan nhip
trong qué trinh diéu tri 1au dai hodic ting huyét 4p tr& lai sau khi ngimg diéu tri. Khi ding don
litu hang ngdy, olmesartan medoxomil gitp gidm huyét dp hiéu qua va tron tru hon khoang liéu
24 git. Don lidu hang ngay lam giam huyét &p twong tu nhu kbi ding ngay 2 lan ma tong licu
hang ngay khdng déi.

Khi didu tri lién tue, su giam huyét 4p tdi da s& dat duge sau § tudn ké tir liéu diu tién trong khi
sur giam huyét ap dat duoce sau 2 tudn diéu tri. Khi ding ddng thoi véi hydrochlorothiazid, s&
hiép ddng tac dung gitp ha huyét 4p va dung nap t6t. Chira ¢6 bdo cdo olmesartan gy tir vong
hay 1am bénh trim trong.

DUQC PONG HQC:

Hiép thu va phdn bi:

Olmesartan medoxomil 14 mot tién chit, né nhanh chéng bi chuyén thanh dang chuyén héa c6
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hoat tinh 14 olmesartan béi cac men esterase trong niém mac rudt va di vao mau sau khi hz"ip thu
tr rudt.

Khédng tim thiy olmesartan medoxomil & dang nguyén ven hoic nira phén nguyén ven ctia chudi
medoxomil trong nuée tiéu hoic mau. Sinh kha dung trung binh ctia olmesartan 13 25,6%.

Néng dd dinh trung binh t8i da (Cpay) dat diroe trong vong khoang 2 gity sau khi ubng va néng
dé ctia olmesartan medoxomil tAng gin nhu tuyén tinh véi s ting don lidu téi gin 80 mg. Thire
in ¢6 anh huéng rat nhé t6i sinh kha dung ciia olmesartan medoxomil vi vy ¢6 thé ung thude
trong ho#c ngoai bita an.

Duoe ddng hoc khong ¢ su khac biét gifta hai gié tinh.

Olmesartan lién két cao v6i protein huyét tuong (99,7%), nhung it ¢é su canh tranh gita
olmesartan v&i cac thube lién két cao véi protein khac (bing chimg 13 khong cé tuomg tac déng
ké ndo gifta olmesartan va warfarin). Lién két ctia olmesartan véi té bao mau 1a khéng déng ké.
Thé tich phén bd khi diing durdmg tinh mach thép (16-19 1it).

1y

Chuyén héa v thai triv: [

D6 thanh thai toan phin dat 1,3 lit/ gity (19%) va tuong dbi chim so véi toe dd dong méu chay
qua gan (90 lit/ gi¥). Sau khi udng don lidu v6i olmesartan medoxomil da duge dénh dédu C",

10-16% lrong chit c6 hoat tinh dioc tim thiy trong mrde tiéu (lugng chi véu trong vong 24 gid

sau khi udng) va hrong con lai duge thai trir vao phan. Dua trén luong ¢6 mit ctia thude trong hé
tudn hoan (chiém 25,6%), c¢6 thé thiy olmesartan sau khi hdp thu dugce thai trir qua ca than
(40%) va hé théng gan - mat (60%). TAt ca hoat tinh phéong xa déu xac dinh duge 1a do
olmesartan danh diu. Khang phét hién dugc cac chit chuyén hoa nao khac. Su téi hép thu tro lai
gan clia olmesartan 14 ti thidu. Do i 18 16n olmesartan dugc thai tri qua mét nén khong dung
thubc cho ngudi bi r6i loan chite ning mét. Nira doi thai trir clia olmesartan nim trong khoang
10-15 gi&r sau khi uéng da lidu. Tinh trang dn dinh dat duoc sau mot vai lidu dau tién va khéng
¢6 su tich liiy sau 14 ngay dung lidu nhéc lai. P6 thanh thai thin xdp xi 0,5- 0,7 lit/ gidy va khong
phu thude vao liéu dung.

Duge dong hoc trén nhém dan sé dac bigt:

- Nguoi cao tudi:

O bénh nhan cao huyét 4p, AUC & didu kién én dinh ting 35% & ngudi cao tubi (65 - 75 tdi) va
tang 44% & ngudi tudi rt cao (trén 75 tudi) so véi ngudd tré twdi. Co thé mét phin 1a do chire
ning thin bi suy giam & ngudi cao tubi.

- Bénh nhén suy thén:

AUC & diéu kién én dinh 14n luot tang 62%, 82% va 179% & voi ngudi suy than nhe, vira va
ndng, so vdi nguoi khoe manh.

- Bénh nhan suy gan:

Sau khi udng don lidu, AUC ctia olmesartan ting 6% va 65% lan luot v6i ngudi suy gan nhe va
vira, so vl ngudt khoe manh.

Ti 18 khéng lién két v&i protein ciia olmesartan sau 2 gid udng thube & ngudi khoe manh, &
ngudd bi suy gan nhe va trung binh lan luot 14 0,26%, 0,34% va 0,41%. Sau khi dung lidu nhic
lai, v&1 bénh nhén suy gan trung binh, AUC trung binh ciing cao hon khodng 65% so véi ngudsi
khoe manh. Cpax trung binh tuong tu ¢ ngudi bénh gan vd nguoi khde manh. Olmesartan
medoxomil chira duge nghién ciru trén ngudi suy gan ning.

aMAa,
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CHI PINH:

Piéu tri tang huyét ap thiét yéu.

LIEU LUQGNG VA CACH DUNG:

Thube ding duémg udng. Dung theo chi dinh ca béc st diéu tri.

- Nguoi lon:

Liéu ban ddu khuyén cdo 12 10 mg x 1 1an/ ngay. Trong trudng hop huyét 4p chua duoc kiém

sodt, c6 thé ting 1én mue lidu tdi wu 20 mg x | lan/ ngay. Khi cin phai giam huyét 4p hon nira,

¢6 thé ting lidu olmesartan medoxomil 1&n 1idu téi da 40 mg/ ngay hodc ding phéi hop thém véi
hydrochlorothiazid.

Téc dung chéng tang huyét ap ctia olmesartan medoxomil dat duoc trong vong 2 tudn ké tir lidu

d4u tién va dat t8i da sau khoang 8 tudn. Can hru ¥ didu nay khi hiéu chinh lidu cho bénh nhan.

Pé thu duoc két qua tri liéu tdt, nén ding olmesartan medoxomil vao cting médt thoi diém mdi _
ngay, udng trong holic ngoai bira 4n. ;{ -+
- Ngudi cao tudi: I
Khéng cin phai hiéu chinh 1idu & ngudi cao tudi. Khi bude phai dung lidn téi da 40 mg/ ngay,

thi c4n phai theo d&i chit bénh nhéan.

T DT g — S =SS —

Licu téi da & ngudi suy thin nhe téi vira (Cle trong khoéng 20- 60 ml/ phit) 1 20 mg x 1 lar/
ngay. Chéng chi dinh dung olmesartan v&i bénh nhén suy thdn nang (Cle < 20 ml/ phit).

- Nguoi suy gan:

Khéng cin hiéu chinh liéu & nguoi suy gan nhe. Vé&i ngudi suy gan trung binh, nén ding lidu ;
khéi ddu 10 mg x 1 14/ ngdy va khéng duoe vuot qué lidu tdi da 20 mg x 1 140/ ngay. Cin theo ;\
d&i huyét 4p va chire ning than khi ding thude cho ngudi suy gan dang ding cdc thudce loi nidu 2
v/ hodc cdc thude chéng tang huyét ap khac. Chua ¢6 nghién ctru dung olmesartan medoxomil '—)
cho bénh nhén suy gan ning vi vdy khong ding olmesartan medoxomil cho nhém bénh nhan /
nay. Khéng ding olmesartan medoxomil cho ngudi bi réi loan chic ning mit.

-Tréem:

Khéng diing olmesartan medoxomil cho tré duéi 18 tudi do d6 an todan va hiéu qua cta thude
chura dugce thiét 14p.

CHONG CHI PINH:

- MAn cam véi olmesartan medoxomit hogc bit k¥ thanh phdn ndo cna thude.

- Mang thai quy thit 2 va thit 3.

- Réi loan chire nang mat.

- Suy thdn nang (Cl.; < 20 ml/ phit).

- Suy gan nang.

KHUYEN CAO VA THAN TRONG:

Gdy bénh cho thai nhi va gdy tir vong:

Thube tac dong trie tiép trén hé renin-angiotensin ¢é thé gy bénh cho thai nhi hodic gy tir vong
khi ding cho phu nir mang thai. Khi phat hién ¢4 thai thi nén ngirng thudc ngay. Ding thude vao
quy thiT hai va thir ba chia thai ky c6 thé din t6i nguy co gay tén thwong cho thai nhi hodc tix
vong, nhur ha 4p, t6n thuong nfo tré, bi tiéu, suy thin c¢é héi phuc hoiic khéng hdi phue va
vong.
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Thiéu &i cling da duge bao cdo, c¢b 18 [a do giam chire ning sbng thai nhi, gidm thiéu 81 trong c6
thé xuét hién ddng théi véi co cimg chi thai, bidn dang so mat va giam sur phét trién phdi. Sinh
non, chdm ting trudng trong tir cung cling da duge bao cdo, mic di khong ré nguyén nhan do
thude hay khéng.

Nhimg tac dung khéng mong mudn ma dudmg nhu khong phai do tiép xdc véi thube thi thuomg

it khi xay ra trong ba thang diu cua thai ky. Cin than trong khi dung thube cho phu nir mang
thai trong ba thang dau tién. Tuy nhién nén ngimg sir dung olmesartan khi bénh nhan mang thai
cdng som cang tot.

Trong nhimg trudmg hop can thiét, cdc ba me nén dugc théng bao vé cac mbi nguy hiém cé thé
xdy ra cho thai nhi clia ho va kidm tra siéu 4m nén duoc thuc hién dé danh gia méi truomg .
Néu xay ra thiéu &i nén ngirng diing olmesartan trir khi bude phai diing dé ciru séng ngudi me.
Tién hanh cdc kiém tra (rhir siéu 4m) thich hop, tiy thude vao tudn cia thai ky. Tuy nhién bénh
nhz:in va bdc si nén 1@ 5{ rang thiéu 6i c¢6 thé khéng xuft hién cho dén khi thai nhi d duy tri { (c
chén thuong khdng the hdi phue. o ‘ S o
Tre so sinh ¢0 tién sir ma tir cung ti€p x0c véi mot chat dd1 khang thu thé angiotensin II nén
duge theo doi chit chd vi ¢6 thé xudt hién ha huyét 4p, thidu nidu va ting kali mau. Néu thiéu
niéu xay ra, can chii ¥ hd tro huyét 4p va trdi méu thin, C6 thé dung bién phap thay mau hoac
thdm phén d& hdi phuc chimg ha huyét 4p va / hoic thay cho chire ning than bi rdi loan.

Sie suy gicm thé tich mach mdu:

Ha 4p c6 triéu chimg, dic biét 14 sau lidu dau, cé thé xay ra trén bénh nhan bi suy giam thé tich
mach mau va/ hodc gidm luong natri do ding thude 1oi niéu manh hodc ché ds in ubng kiéng
khem mudi, tiéu chay hodc nén. Cin diéu tri dit diém céc truomg hop nay trude khi dung
olmesartan.

o g———

Céic tinh trang bi kich ting bdi hé thing renin-angiotensin-aldosterone:

Bénh nhén ¢6 nhip mach va chitc ning thin phu thudc chi yéu vao hoat déng ciia hé renin-
angiotensin-aldosterone (vi du nhu bénh nhén bi suy tim sung huyét hodc dang bi bénh than, ké
ca hep dong mach thén), nguoi dang dung cac thubc anh huéng téi hé nay cé thé xuét hién ha
huyét 4p cip tinh, nito huyét, thiéu nidu hodic hiém gip suy than chp. Nguy co xay ra céc tae
dung tuong tu khéng duoc loai trir véi cac thube khéng thu thé angiotensin II.

Tang huyér dap mach thdn:

Cé thé xay ra nguy co tang ha huyét 4p nghim trong va suy thin khi cho bénh nhén bi hep dong
mach than hai bén hodc hep déng mach ciia mt bén thén chitc ning ma da ding céc thude tac
doéng 1én hé renin-angiotensin-aldosterone.

Suy thin va ghép than:

Khi ding olmesartan medoxomil cho ngudi bi suy than, cdn theo déi dinh ky ndng d6 kali mau
va nbng db creatinin. Khdng ding olmesartan medoxomil cho ngudi suy thin ning. Chua ¢6
kinh nghiém dung olmesartan medoxomil cho ngudi ghép thin hodc suy thin giai doan cudi (vi
du Clg; < 12 ml/ phit).

Suy gan:

Chéng chi dinh diing olmesartan medoxomil cho ngudi suy gan nang do chua ¢6 kinh nghiém.
Tang kali huyét:

Cin thén trong vi c4c thude tde dong trén hé renin-angiotensin-aldosterone ¢6 thé gdy tang kali
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huyét. Nguy co ¢6 thé din toi tir vong, nhit 14 ngudi cao tudi, ngudi suy than, ngudi tiéu dudng,
ngudi dang diing déng thai véi cée thude khac c6 thé 1am tang kali, ngudi mic bénh tai phat.
Trude khi phdi hop véi cac thude tac dong trén hé renin-angiotensin-aldosterone, can dénh gia
lod ich nguy co hodc ding thude khac.

Céc nguy co khic c6 thé giy ting kali huyét nhu:

- Tiéu dwong, suy than (> 70 tudi).

- Pang phdi hop véi mot hodic mdt vai thube khdec mi anh hudmg téi hé renin-angiotensin-
aldosterone va/ hoac thudc bd sung kali. Mot s6 thude hozc mét vai nhém duge 1y co thé gay
chimng tang kali méu: cac thue phdm bd sung mudi c¢6 chira kali, thude lgi nidu giir kali, cac chét
irc ché ACE, chit khang thu thé angiotensin II, NSAIDs (gém cac chét trc ché COX-2), heparin,
thudc trc ché mién djch nhu ciclosporin hodc tacrolimus

- Mic bénh tai phat, nhir mat mrée, méat ba tim cdp, nhidm acid chuyén héa, dot trim trong
bénh suy than, chire ning than d6t ngdt giam nghiém trong (nhir nhiém khudn), tan t bao (nhu

thiéu mau cue bo chi cip tinh, tiéu co van, chén thuong rong). Cén phai theo doi chit nong do { C(C

kali trén nhimg bénh nhén ¢ nguy co. / /

Lithi:

Gidng nihtr c4¢ thube khang thu thé angiotensin-Il khac, khong phoi hop lithi vo1 olmesartan
medoxomil.

Hep dong mach chit hodic nghén van hai 14, co tim phi dai tédc nghén:

Gibng cdc thube giin mach khac, cin than trong khi ding véi ngudi b hep dong mach cha hode
van hai 14, co tim phi dai tic nghén.

Ching tang aldosteron tién phdt.

Bénh nhén bi chimg tang aldosteron tién phat thudng khong dép tmg véi cée thude chdng ting
huyét ap tic déng trén hé renin-angiotensin. Vi vy khéong dung olmesartan medoxomil cho
nhém bénh nhén nay.

Tac dung khdc nhau gitta cdec nhém dén téc:

Gibng nhir cac thude khang thu thé angiotensin II khac, tic dung ha huyét 4p clia olmesartan
kém hon & ngudi da den, so v6i nhém ngudi da khéng den, ¢6 thé 1a do nhém ngudi da den ¢é
nfing dd renin thép chiém ti 18 cao.

Thdn trong khdc:

Gidng nhu céc thube chbng tang huyét 4p khac, giam huydt &p qua murc trén bénh nhan bi bénh
thiéu mau cue b co tim hodc bénh thidu méu cuc bd nio c6 thé din téi nhdi mau co tim hoac
dét quy.

Thubc chira lactose, bénh nhén bi c4c chimg di truyén hiém g3p nhir khéng dung nap galactose,
thiéu men Lapp-lactase hodc rbi loan dung nap glucose- galactose khong nén ubng thude nay.
ANH HUGNG PEN KHA NANG LAI XE HOAC VAN HANH MAY MOC:

Chwa ¢6 nghién cim anh hudng cia thude trén kha nang 141 xe, vin hanh may méc. Tuy nhién
cdn than trong vi thudc c6 thé giy hoa mét hoiic mét méi.

SU DUNG CHO PHU NU CO THAI VA CHO CON BU:

Phu nit ¢ thai: Mirc C (ba thang déu) va mirc D (ba thang giira va ba thang cubi). Chura cé du
kinh nghiém dung olmesartan medoxomil cho phu nit mang thai, khdng dung trong ba thang

W\

.""‘
EAN!
- 11

, L

ad



https://trungtamthuoc.com/

giita va ba thang cudi. Chi diing trong ba thing ddu cua thai k¥ néu danh gi4 loi ich cao hon
nguy co.

Phy nit cho con bii- olmesartan c6 thé bai tiét theo sita chudt me nhung khong 15 liéu thube co
qua duge sita nguoi hay khéng. Chra c6 kinh nghiém dung olmesartan medoxomil cho phu nit
nudi con b, do dé khong nén dung olmesartan medoxomil cho phu nir mang thai ma nén dung
thube chdng tang huyét ap an toan hon, nhét 13 trong khi dang cho tré méi sinh hoje tré sinh non
bl me.

TUONG TAC THUOC:

Nghién ciru trong tac chi duoc tién hanh trén nguoi 1on.

Anh hudng ciia cdc thuic khdc t6i olmesartan medoxomil :

Thuec phcfm bé sung kali va thuéc loi tiéu giit kali:

Nghién ciru trén cac thude khac tic dong trén hé renin-angiotensin cho thdy phéi hop olmesartan
medoxomil véi thire phdm bd sung kali, thude loi tiéu giit kali, chét thay thé mudi co chira kali

"/

hodc céc thude khac lam tang ndng db kali mau (heparin) ¢6 thé lam tang néng 46 kali mau. Vi / {{.f

vy khéng nén phéi hop. F

Cée thube chéng tang huyét dp khdc:

Khi phéi hop olmesartan medoxomil vdi cc thube chéng ting huyét dp s& 1am tang mic 46 ha

huyét ap.

Cdc thudc chong viém khong steroid (NSAIDs):

Phbi hop cdc NSAIDs (gbm acid acetylsalicylic & lidu > 3 g/ ngay va ca thude trc ché COX-2)

va cic chat dbi khang thu thé angiotensin-I ¢6 thé 1am giam sirc loc cu than, Nguy co xay ra

khi phdi hgp NSAIDs va d6éi kbang angiotensin II thuréing 14 suy thin cdp tinh. Can phai gidm .h;:\\;\

sat chitc nang thén ké tir giai doan dau didu tri cling nhu kidm soat bu nuéce thiromg xuyén.
Ngoai ra, phéi hgp con lam giam tac dung ha huyét &p cua chit déi khéng angiotensin 11, dan t6i
nguy co thét bai trong diéu tri.

Cdc thude khdc:

Sau khi dung antacid (nhém magnesi hydroxid), sinh kha dung cia olmesartan medoxomil bj
giam. Phbi hop voi warfarin va digoxin khéng lam anh hudng t& duge doéng hoc cha
olmesartan.

Anh hwing ciia olmesartan medoxomil véi cdc thuée khdc:

Lithi:

Tang ndng db lithi ¢6 hdi phue va ddc tinh da duoc bao cdo khi phoi hop lithi véi cae thude Gre
ché men chuyén angiotensin va dbi khang angiotensin IL. Vi vay khéng nén dung dbng thii lithi
v6i olmesartan medoxomil. Néu cin phai phdi hop thi phai theo dai ndng 6 lithi thudmg xuyén.

Céc thuoc khdc:

Céc thube di duge nghién cime 13 warfarin, digoxin va antacid (nhdm magnesi hydroxid),
hydrochlorothiazide va pravastatin. Khéng thiy tuong tic déang ké nao duge bio céo.

O ngudi, Olmesartan medoxomil khong G ché cde men cytochrome P450 & in vitro nhu 1A1/2,
2A6, 2CR/9, 2C19, 2D6, 2E1 va 3A4 ciing nhur khdng ¢ hodc ¢ it anh hudmg t6i hoat tinh cua
cytochrome P450 & chudt. Vi vy khong thdy twong tac dang ké nio gitta olmesartan
medoxomil véi cac chét frc ché hay cam tmg cytochrome P450.
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TAC DUNG KHONG MONG MUON (ADR):

Biéu hién trén cac thir nghiém lim sang:

Do céc nghién ctru 14m sang tién hanh trén rat nhiéu bénh nhan va mire ¢ bénh khéc nhau, nén
tin suit bidu hién céc tac dung khong mong mudn khong thé so sanh truc tiép voi tan sudt biéu
hién cia cac thude khéc va khoéng phan anh duge tAn suét biéu hién thuc té trén bénh nhan.

- Khi diéu tri ting huyét dp & nguwoi lon:

Olmesartan da dugc ddnh gid an toan trén 3825 nguoi, trong d6 c6 3275 bénh nhén b téing huyét
ap trén cac nghién ciru 1dm sang, cu thé gén 900 bénh nhan da diéu tri it nhét 6 thang va hon 525
ngudi trong it nhat 1 nim. Olmesartan dwoc dung nap tdt, cac tac dung khéng mong mudn
thuong nhe, thodng qua va khong lién quan téi lidu dung cia Olmesartan. Phén tich trén gidi
tinh, tudi va nhém dén tdc thiy khong c6 su khéc biét giita olmesartan véi gia duge. Ti 18 rit
thudc do céc tdc dung khéng mong mudn véi bénh nhan ting huyét dp 1a 2,4% (79/3278) véi

o

ciru véi gia duge thdy, duy nhit c6 tac dung khéng mong muén xuét hién trén hon 1% nguoi

ngudi dung Olmesartan va 2,7% (32/1179) véi bénh nhan duge nghién ciru. Trén cac nghién / { ( s

dung Olmesartan va cao hon gia duge la chong mét (3% so vdi 1%).

Céc tac dung khong mong mudn sau trong nghién ctru gia duoc bidu hién trén hon 1% bénh
nhan, nhirhig thudng véi tin sudt tuong ti gia dirge 1 dau lung, viém phé quan, ting creatinin
phosphokinase, tiéu chay, dau dau, huyét niéu, ting dudomg huyét, ting glycerid méu, phan img
gid cim, viém hong, viém mili, viém xoang, ho. C4c anh hudng khéc da duge bdo cdo véi tan
suat hon 0,5% trén hon 3100 bénh nhéan tang huyét 4p ding olmesartan don trj liéu duge liét ké
nhu sau:

- Toan bg co thé: dau ngyc, phu ngoai bién.

- Than kinh trung wong va ngoai bién: chéng mat.

- H¢ tiéu héa: dau bung, ddy hoi, viém da day- rudt, budn nén.

- Réi logn nhip tim: nhip nhanh.

- R6i loan chuyén héa: tang cholesterol méu, ting lip méau, ting uric mau.
- Hé co xwong: dau khép, viém khop, dau co.

- Da vé phdn phu: ban da.

Phu mit da dugc béo céo trén 5 bénh nhén dung olmesartan. Phit mach ciing xuét hién khi ding
d6i khang angiotensin II.

- Két qua xét nghiém ldm sang: trén nghién ciru 1am sang, cac chi s6 14m sang thay doi thuong
hiém khi do olmesartan.

+ Hemoglobin va Hematocrit: hemoglobin va hematocrit gidm mdt chit (trung binh giam gén
0,3 g/dL va 0,3 % thé tich tuong (mg).

+ Xét nghiém chirc ning gan: ting men gan, bilirubin huyét thanh. 5 bénh nhéan (0,1%) dung
Olmesartan va 1 ngudi (0,2%) ding gia dugc phai it thube do ¢ bit thuomg céc chi sé danh
gia chic ning gan (transaminases hoc bilirubin toan phan). Trong s6 5 ngudi dung Olmesartan,
3 nguoi ting transaminases, mot phan do ding rrou, va 1 trudng hop tang bilirubin, tro lai binh
thudng khi ngimng diéu tri.

Khi diéu tri ting huyét dp & tré em:

Céc tac dung khong mong mudn khong c6 sur khac biét khi ding olmesartan cho tré tir 1-16 tudi,
so v&i nguoi lom.
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Biéu hién trén cdc nghién ciru Post-Marketing:

Do cac anh hudng nay duge bao cdo mot cach tinh nguyén trén mdt nhém bénh nhan khong rd
s6 Iugng nén thudmg khong thé uée tinh hodc thiét 14p mdi quan hé véi viéc ding olmesartan.

- Toan bo co thé: suy nhuge, phu mach.

- Hé tiéu héa: noén.

- Réi loan chuyén héa va dinh duedmg: ting kali mau.

- Hé co xuwong: tiéu co van.

- H¢ tiét niéu: suy than cip, ting creatinin mau.

- Da va phén phu: hoi, nglra, mé day.

QUA LIEU VA XU TRi KHI QUA LIEU:

Théng tin qua liéu ciia olmesartan con rat han ché. Anh hudng chinh khi qua lidu 14 ha huyét 4p.
Khi bi qué liéu, bénh nhén cin duoc theo dai can than va c6 bién phép hd trg kip thoi. Chua c6

nghién ciru diy du v& viée giai doc olmesartan medoxomil khi qué liéu. / Q/
TIEU CHUAN CHAT LUQNG: Nha san xut L
HAN DUNG:

24 thang ké tir ngay san xuét.

86 16 san xudt (Batch No.), ngay san xudt (Mfg.), han ding (Exp.): xin xem trén nhan bao bi.
BAO QUAN:

Giir thude & nhiét d6 dudi 30°C, tranh anh sang va 4m

PONG GOI:

Hop 10 vi x 10 vién nén bao phim

San xuét boi:

2 orrent

TORRENT PHARMACEUTICALS LTD
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Ngay xem xét lgi 1o hud in sir dung: 06/03/2012
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