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Rx Thude nay chi diing theo don thude

TEN THUOC

CONVERIUM 300mg

Irbesartan 300mg

Pé xa tim tay tré em.

Poc ky huéng din sir dung trude khi dung.

THANH PHAN CONG THU'C THUOC

Thanh phin duge chit

Mdi vién CONVERIUM 300mg chira irbesartan 300 mg

Thanh phin ta duwoc

Lactose monohydrate, pregelatinized starch, croscarmellose sodium, colloidal anhydrous silica,

poloxamer 188, microcrystalline cellulose 101 va magnesium stearate.

DANG BAO CHE
Dang bao ché
Vién nén

M5 ti sin phim

Vién nén tron, hai mat phz:mg. mot mat co khic vach, mot mét tron, duong kinh 10,5 mm.

CHI PINH
Diéu trj ting huyét 4p dong mach vo cin.

Bénh than do dai thai duong typ 2 ¢6 ting huyét ap.

LIEU DUNG VA CACH DUNG
Liéu diing
Nguwoi lon

Diéu tri ting huyét 4p dong mach vo cin

Liéu khoi dau va duy tri thdng thudng hang ngay 1a 150 mg/lan/ngay

Liéu 150 mg/lan/ngay cho phép kiém soat huyét ap trong 24 gid tot hon liéu 75 mg. Tuy nhién,
liéu khoi ddu 75 mg c6 thé duge xem xét, ddc biét dbi v6i bénh nhan thAm phan mau va ngudi
gia trén 75 tudi.

Néu liéu 150 mg/lin/ngdy khong du dé kiém sodt huyét dp thi c6 thé ting liéu irbesartan 1én téi
300 mg/ngay, hoic ding thém mot thudc chéng ting huyét ap khac. Dic biét néu két hop

irbesartan v6i mot thude 1oi tiéu nhu hydroclorothiazid s& cho tac dung ha huyét ap hiép dong.
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Bénh thén do ddi théi dudng typ 2 ¢ ting huvét 4p.

O nguoi bénh tiéu dudng typ 2 bi tang huyét dp, nén khoi diu lidu 150 mg/lin/ngay va didu
chinh dén liéu duy tri 300 mg/lan/ngay trong didu tri suy thin. C6 thé két hop irbesartan vdi mot
thude diéu tri tang huyét ap khéc néu cin thiét dé dat mirc huyét ap mong mudn.

Bénh nhén suy thin

Khong can diéu chinh lidu & nhitng ngudi bénh suy thin. Nén can nhic dung lidu khoi dau thap
hon (75 mg) cho bénh nhén dang trong qud trinh thdm phan mau.

Bénh nhan suy gan

Khong cdn diéu chinh lidu ddi véi cic nguoi bénh suy gan nhe hofic vira. Chua c6 kinh nghiém
lam sang véi suy gan ning.

Nguwoi gia

Khong can diéu chinh lidu déi véi nguoi gia, ngoai trir nhirng trudng hop cin ding lidu khoi diu
thdp (75 mg) cho bénh nhén trén 75 tudi.

Tré em

Chua xdc dinh dugc tinh an toan va hi¢u qua cua irbesartan trén tré em nén khong nén diing

thudc nay cho tré em néu that su khong cén thiét.

Cich dung
Thube duoe udng trong hodc ngoai bira &n va ubng nguyén vién thube vai nude. C6 thé bé doi

vién thude theo vach khéc trén vién cho pht hop véi liéu diing khuyén céo.

CHONG CHI PINH

Qua min véi irbesartan vd/ hodc bét ky thanh phin nao khic cua thubc.

Phu nir ¢6 thai.

Phu nir dang thoi ky cho con bu.

Duing df‘mg thoi irbesartan v6i cac thube chira aliskiren & bénh nhén bi bénh tiéu duong hodc suy

than (GFR < 60 ml/phat/1,73 m?).

CANH BAO VA THAN TRONG KHI DUNG THUOC

Luu y chung

O bénh nhan ¢é 4p luc mach méu va chirc ning than phu thudc chi yéu vao hoat tinh ctia hé
renin-angiotensin-aldosteron (nhur bénh nhan bi suy tim sung huyét nang hodc bi bénh thin bao
gdbm hep dong mach than), dugc diéu tri v6i thube trc ché men chuyén doi angiotensin hogc
thudc trc ché thu thé angiotensin-II ¢ thé 1am ha huyét ap, tang uré huyét, thiéu ni¢u, hogc hiém

khi suy than cdp. Tinh trang tut huyét 4p qua mirc & bénh nhén bj bénh tim thiéu mau hoic bénh

/,(ﬁi'"/

tim mach gy thiéu mau c6 thé din dén nhéi mau co tim hodc dot quy
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Uc ché kép hé renin-angiotensin-aldosteron

Dung ddng thoi thube e ché men chuyén dbi angiotensin, thudc dbi khang thu thé angiotensin
II hodc aliskiren 1am ting nguy co ha huyét 4p, ting kali huyét va giam chirc ndng than (bao
gdm suy than cép) do trc ché kép hé renin-angiotensin-aldosteron. Vi vy, khong duoc khuyén
dung cac phdi hop nay.

Néu li¢u phap tre ché kép duge can nhic 1a that sy cin thiét thi nén dugce thyc hién dudi du giam
sat chuyén khoa va thudng xuyén theo ddi chirc niing thén, dién giai va huyét ap.

Khong nén dung dong thoi thude trc ché men chuyén ddi angiotensin véi thube déi khéng thu
thé angiotensin 1T & bénh nhan bi bénh than do bénh tiéu dudng.

Giam thé tich n6i mach

Ha huyét 4p tridu chimg, dic biét sau khi diing liéu diu tién, c6 thé xay ra & ngudi bénh bi giam
thé tich mau va/hoic natri do dung thude loi tiéu manh, ding ché do an kiéng mudi, tiéu chay
hodic non kéo dai. Cin phai khic phuc céc tinh trang nay trude khi cho ding irbesartan.

Tang ap luc mach méu than

Nguy co ha huyét ap niing va suy than ting & bénh nhan bi hep dong mach thin dugc diéu tri
bing cic thude tac dong 1én hé renin-angiotensin-aldosteron.

Suy than hofic ghép thin

Khi dung irbesartan & nhitng ngudi bénh suy than, cin theo ddi thuong xuyén ndng do kali va
creatinin huyét thanh. Chua c6 kinh nghiém vé ding irbesartan & bénh nhan ghép than.

Bénh nhan ¢6 huyét 4p ting do bi bénh tidu dudng va bénh thin

Hiéu qua cua irbesartan trén ca bién cb tim mach va than khong giéng nhau giira cac nhém bénh
nhan.

Tang kali huyét

Tang kali huyét ¢6 thé xay ra khi dung irbesartan, dic biét & ngudi bénh suy than, protein ni¢u
do bénh than & ngudi bi tiéu dudng, vi/hodc suy tim. V6i nhimg ngudi bénh nay, nén theo di
chiit ché kali huyét.

Lithi

Khong khuyén cdo dung chung irbesartan voi lithi.

Hep van dong mach chi, hep van hai 14, bénh co tim phi dai tit ngh&n

Ciing nhu v6i cac thube gidn mach khac, irbesartan phai duoc diing than trong trong céc bénh
nhu: hep van ddng mach cht, hep van hai 14, bénh co tim phi dai tit nghén.

Cuong aldosteron tién phat

Nhimng ngudi bénh cuong aldosteron tién phat thudng khéng dap tng voi thude chéng tang

huyét ap tac dung thong qua (rc ché hé renin-angiotensin nén irbesartan ciing khong c6 téc dung

Jb-

trén nhirng ngudi bénh nay.
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Tré em
Irbesartan dd dugc nghién citu & cic nhom tré em tir 6-16 tudi nhung céc dir liéu hién c6 chua du
dé mo rong viée dung thudc nay trén tré em.

Bénh nhén ¢6 cac van dé di truyén v& khong dung nap galactose. thidu hut Lapp lactase hodic

kém hap thu glucose-galactose

Thude ¢6 chira lactose. Do d6, bénh nhan ¢6 céc van dé di truyén vé khong dung nap galactose,

thiéu hyt Lapp lactase hogic kém hip thu glucose-galactose khong nén dung thuéc nay.

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

Phu nir ¢6 thai

Chéng chi dinh dung irbesartan trong thdi ky mang thai. O 3 thang ddu thai ky, chdng chi dinh
do than trong. Dung irbesartan trong 3 théng gitra va 3 thang cudi thai ky gy doc cho bao thai
(giam chirc nang than, it nudc 6i, chdm c¢bt hoa xuong so) va va gy doc cho tré so sinh (suy
than, ha huyét ap, ting kali huyét). Khi phét hién c6 thai, cin ngimg ngay irbesartan va thay
bing thudc khac. Néu da ding irbesartan trong mot thoi gian dai, cin kiém tra hop so va chirc

nang thin, siéu &m cho thai nhi.

Phuy nir cho con b

Chéng chi dinh diing thudc cho phu nir trong sudt thai ky cho con b

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC VA
LAM VIEC TREN CAO

Téc dong cua irbesartan 1én kha ndng lai xe va van hanh mdy méc da chua duge khao sat, nhung
dua trén cac tinh chat dugc luc hoc, irbesartan dugc xem nhu khong anh hudng dén cac kha
ning nay. Nhung do thude ¢6 tic dung phu 1a thinh thoang chéng mit hodic mét la ¢ thé xay ra
trong thoi gian didu tri ting huyét 4p nén cin than trong ding thude khi dang 1ai xe, van hanh%

mdy moéc hodc lam viée trén cao

TUONG TAC THUOC

Cac dir liéu thir nghiém |am sing da ching minh ring su (¢ ché kép hé renin-angiotensin-

aldosteron do phdi hop thude re ché men chuvén ddi angiotensin, thudc dbi khang thu thé

angiotensin Il hodc aliskiren

. A 5 s - A A - . - A Ak w -
Céc thudce nay lam tang tan suat céc tac dung khong mong mudn nhu ha huyét ap, ting Kali
A 5 . . - a A - A I . . A . A . -
huyé€t va giam chirc ning than (bao gdm suy thdn cap) so véi dung riéng 1€ timg thudc tac dong

Ién hé¢ renin-angiotensin-aldosteron.

Céc thudce loi tiéu va céc thube chng ting huyét ap khac __,/\/' m/

Irbesartan c6 thé dung két hop mét céch an toan véi céc thude chéng ting huyét ap khac, nhu

thude chen béta, thude chen kénh canxi tac dong dai hodc thude lgi tiéu nhom thiazid. Diéu tri
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trude dé voi thude lgi tiéu lidu cao c6 thé gdy giam thé tich va nguy co tut huyét ap khi bt dau
didu tri voi irbesartan.

Céc ché phdm b sung kali hodic cic thudc loi tidu git kali

Dung dong thoi irbesartan véi cac thude loi tidu giir kali, ché phdm bd sung kali, cdc muéi chira
kali hofic céc thude khéc c6 thé 1am tang ndng dd Kali huyét (nhu heparin) c6 thé lam tang kali
huyét thanh va vi viy khong dugc khuyén cdo ding chung.

Lithi

Tang ndng do lithi huyét thanh c6 hdi phuc va dc tinh da dugc bio cdo khi phdi hop lithi voi
thudc e ché men chuyén ddi angiotensin. Céc tdc dung tuong tu cling da tirng xay ra voi
irbesartan, tuy rét hiém gdp, vi vay nén tranh phdi hop nay. Néu cin phéi hop, phai theo dai chat
ch& ndng do lithi huyét.

Céc thudc chdng viém khong steroid

Khi diing dong thoi thude e ché thy thé angiotensin 11 v&i cac thude chdng viém khong steroid
nhu thude trc ché chon loc Cox-2, acid acetylsalicylic (liéu > 3 g/ngdy) va céc thube chéng viem
khong steroid khong chon lgc, tic dung chéng tiang huyét 4p cua irbesartan c6 thé giam.

Diing dong thoi thude trc ché thy thé angiotensin 11 véi cic thube chéng viém khong steroid ¢6
thé lam ting nguy co lam giam chirc ning thin (ké ca suy than cép) va ting kali huyét thanh, dic
biét & ngudi bénh dang c6 chirc niing than kém. Can phai thin trong khi phdi hop irbesartan véi
cdc thude chong viém khong steroid, dic biét 1a & ngudi cao tudi. Bénh nhan nén dugc bu du
nude va theo ddi chirc ning than ngay sau khi bt diu phdi hgp va dinh ky sau do.

Ciéc thong tin twong tic khéc

Trong cac nghién ciru lam sang, dugc dong hoc cua irbesartan khéng bi anh huong boi
hydroclorothiazid. Irbesartan chii yéu bi chuyén héa béi CYP2C9 va mét phan bai lién hop voi
glucuronic. Khdng c6 tuong tac duge dong hay dugce hoc gitta irbesartan véi warfarin. Tac dung
cua thude gdy cam tmg CYP2C9 nhu rifampicin 1én dugc dong hoc clia irbesartan chua duge

chirng minh. Dugc dong hoc cuia digoxin khong bi anh hudng khi diing dong thoi véi irbesartan.

TAC DUNG KHONG MONG MUON

Tén sudt xay ra tic dung khong mong muén duogc qui uéc nhu sau: Rat thudng gap (> 1/10):
thuong gap (1/100 dén <1/10); it gap (1/1000 dén <1/100); hiém gap (1/10.000 dén <1/1000); rat
hiém giip (<1/10.000) va chua biét (khdng thé ude lugng duoc tir nhitng dir liéu sin c6).

Rbi loan hé thin kinh

Thuong gip: Chong mit, chong mit tu thé dimg.

Chua biét: Nhire diu, hoa mit.

R&i loan tim :
/_.U’M‘i/

it gip: Nhip tim nhanh.
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R6i loan mach mdu

Thudng gip: Tut huyét 4p tu thé dimg.
it gap: Do bimg.

Réi loan hé hép., nguc va trung thét

it gidp: Ho.

Réi loan tiéu hoa

Thudng gip: Budn nén, non.

S =

it gdp: Tiéu chay, kho tiéu, ¢ néng.
Chua biét: Loan vi gidc.

R&i loan gan-mét

it gip: Vang da.
Chua biét: Viém gan, bit thuong chirc ning gan.

Réi loan co-xuong va md lién két

Thudng gip: Pau co-xuong.

it gap: R&i loan gidi tinh.

Chua biét: Pau khép, dau co (trong mot vai trudng hop cé lién quan dén ting ndng do creatin
kinase huyét tuong), chudt riit.

R&i loan hé mién dich

Chua biét: Céc phan (g qua min nhu phit mach, ndi mén va may day.

R&i loan chuyén hoa va dinh dudng

Chua biét: Tang kali huyét.

R&i loan tai va mé dao .
Chura biét: U tai.

Roi loan da va moé dudi da

N

Chua biét: Viém mach qud min.

Roi loan than va tiét niéu

,é;"' ];;.'I"". X

Chua biét: Suy than & bénh nhin ¢6 nguy co.

Céc roi loan chung

Thuong gip: Mét moi

it gap: Pau nguc.

Bénh nhiin nén dugc khuyén ngung sir dung va bdo ngay véi biac sy hodic duwge sy cic phin
{rng ¢6 hai gip phai khi dung thude: Phan tmg da di img (nhu nbi mén, may day), phit mt,
moi vivhoic ludi, hoi tho ngén hay khi bénh nhan dugc chén dodn la dang c6 thai.

Thong bio ngay cho bdae sy hoiie duge s§ nhirng phin ng c6 hai giip phii khi sir dung

thube.

o
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QUA LIEU VA CACH XU TRi

Qui liéu

Kinh nghi¢m cho thdy ngui 16n diing lidu t6i 900 mg/ngdy trong 8 tuin khong giy bit ky diu
hi¢u doc tinh nao. Khi giip qua lidu, triéu chimg 1dm sang chi yéu 1a ha huyét dp va nhip tim
nhanh. Nhip tim chdm ciing c6 thé xay ra.

Xur tri

Chua c6 liu phép dic hiéu trong diéu tri qua liéu irbesartan. Ngudi bénh cdn duogc theo dai
nghiém ngat, diéu tri triéu chimg va diéu tri hd trg. Mot sb bién phéap c6 thé ap dung gdm gdy nbn
vi/hoic rira da day. Dung than hoat tinh c6 thé gitip ich trong diéu tr qua liéu. Tham tach loc mau

khong loai dugc irbesartan.

THONG TIN VE DUQC LY

Duge luc hoe

Nhém dugce Iy

Thudc dbi khang thu thé angiotensin 11, thudc chdng ting huyét ap.
Ma ATC

C09C A04

Co ché tac dung

Irbesartan la thubc ding duong ubng cé tic dung dbi khdng manh thu thé typ AT, cua
angiotensin II. Irbesartan (rc ché tt ca céc tic dung cua angiotensin Il qua trung gian thu thé
AT, khong phu thudc vao ngudn gbc va con dudng téng hop angiotensin II. Tinh di khang
chon loc thu thé AT, ctia angiotensin II lam ting ndng do renin va angiotensin 1l trong huyét
tuong. Irbesartan khi ding don 1& véi liéu khuyén cao khong lam thay ddi dang ké ndng do kali
trong huyét thanh. Irbesartan phong bé hoat dong sinh 1y cia angiotensin II 1a chit dugc tao boi
nén tir angiotensin 1 trong phan ting xic tic bdi men chuyén angiotensin (ACE kininase II) va
dong thoi lam thodi bién bradykinin thanh cic chét chuyén héa khong cé hoat tinh. Irbesartan
thé hién hoat tinh ma khéng can phai kich hoat chuyén hoa.

Hiéu qua lam siang

Tang huyét dp

Irbesartan lam ha huyét ap nhung rit it lam thay ddi nhip tim. Tac dung ha huyét ap phu thudc
vao lidu dung dbi véi ché do lidu ngay mot 1an va ¢ khuynh huéng khong ha thém khi udng liéu
cao hon 300 mg. Huyét 4p ha t6i da trong khoang 3-6 gitr sau khi ubng. Téac dung ha huyét ap
duy tri it nhat 24 gio.

Hiéu qua ha huyét ap cua irbesartan biéu hién trong vong 1-2 tudn, hiéu qua tdi da dat duoc

trong vong 4-6 tudn ké tir khi bét dau diéu tri va duy tri khi diéu tri lau dai. Néu ngung diéu tri,
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L1

huyét ap lai dan dan tro lai tri s6 ban diu, nhung khong ¢6 hién tugng bénh trd nang dot ngdt khi
ngimg thude.

Tac dung chdng tang huyét dp cua ibesartan va thudc loi tiéu thiazid c6 tinh chit hiép dong. O
bénh nhdn khéng dap Gng v&i irbesartan khi ding don &, c6 thé phdi hop thém
hydroclorothiazid véi liéu 12,5 mg/lan/ngay.

Tang huyét dp va tiéu duong typ 2 ¢6 suy thdn

Thir nghiém vé bénh than & ngudi bi tiéu duong dung irbesartan (IDNT) ching minh ring
irbesartan 1am giam qua trinh tién trién ciia bénh than & bénh nhin bi suy thin man tinh va
protein niéu.

Nghién ctru vé tic dung cia irbesartan I&n tinh trang microalbumin niéu & bénh nhén ting huyét
ap bi tiéu dudng typ 2 (IRMA 2) cho thiy irbesartan v&i liéu 300 mg lam cham qua trinh tién
trién ctia protein niéu & ngudi bénh bi microalbumin niéu.

Dugc dong hoc

Sau khi udng, irbesartan hép thu tét v&i sinh kha dung tuyét ddi khoang 60 - 80%. Thirc in
khong 1am thay ddi nhiéu sinh kha dung ctia thude.

Irbesartan lién két khoang 96% vdi protein huyét twong. Thé tich phan bd cia thudc khoing
53 - 93 lit.

Nong do dinh trong huyét tuong dat dugc khoang 1,5-2 gid sau khi udng. Nong do trong mau
dat trang théi cén béng 6n dinh sau 3 ngiy dung thude.

Irbesartan chuyén hoéa & gan nhd qué trinh lién hop v6i glucuronic va oxy héa. Irbesartan dugc
oxy héa chu yéu qua xic tac ctia isoenzym CYP2C9 cua cytochrom Pyso. Thude va chét chuyén
héa irbesartan glucuronid (khoang 6%) duge dao thai qua mat va nudc tiéu. Sau khi udng.
khoang 20% thudc thai trir qua nude tiéu, phan con lai thai trir qua phan. Mot lugng nhé dudi
2% cuia lidu dao thai qua nudc tiéu dudi dang khong bién ddi.

Nira doi thai trir ctia thude 1a 11-15 gio.

Céc doi tuong dic biét

Nguwoi gia

Céc bdo cdo nghién ciru viée sir dung irbesartan & ngudi gia (65- 80 tudi) va ngudi tré tudi (18-
40 tudi), thoi gian ban thai cua irbesaran thay déi khong dang ké, nhung dién tich dudi dudng
cong (AUC) va n{'“)ng dd dinh Cax 1610 hon ngudi tré tudi 1a 20- 50%. Diéu chinh liéu cho ngudi
gia la khong cin thiét.

Tré em

Duoc dong hoc cua irbesartan dugc danh gia & 23 tré em bi cao huyét ap sau khi dung irbesartan
liéu don va liéu nhiéu ngay (2 mg/kg) hang ngay dén 150 mg trong 4 tuln. Trong sb 23 tré do,
21 tré duge dénh gid dé so sanh dugc dong hoc véi ngudi 16n (12 tré em trén 12 tudi, 9 tré tir 6

dén 12 tudi). Két qua cho thiy ndng do dinh Cpgy, dién tich dudi dudong cong (AUC) va ty 1€
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thanh thai 1a twong duong v6i nhimg trudng hop thiy & nhitng nguoi 16n dung irbesartan
150 mg mdi ngdy. Gi6i han tich Iiiy cta irbesartan trong huyét twong (18%) dugc quan sat thiy
khi dung liéu 1ap lai mét 1an mot ngay.

Bénh nhdn suy thdn

O bénh nhén suy thian hoic nhirng ngudi dang thim tach méu, cac thong sb duoc dong hoc cua
irbesartan khong thay doi dang ké. Irbesartan khong dugc loai bo bing thim tich mau.
Bénh nhdan suy gan

O bénh nhan xo gan mirc dd nhe dén trung binh, cic thong s6 dugc dong hoc cuia irbesartan
khong thay ddi dang ké. Cac nghién ciru khéng duge thyc hién & nhitng bénh nhan bi suy gan

niang.

QUI CACH PONG GOI

Hop chira 4 vi x 7 vién nén

DPIEU KIEN BAO QUAN, HAN DUNG VA TIEU CHUAN CHAT LUQNG 7 2]
Piéu kién bio quin cia thude Str

Giit thudce & noi khé rdo, nhiét do dudi 30°C. Tranh 4nh séng.
Han ding ciia thude
36 thang ké tir ngay san xuét.

Tiéu chuén chuit lwgng ciia thude

Tiéu chuan co so&

TEN, PIA CHI CUA CO SO SAN XUAT THUOC
MEDOCHEMIE LTD - CENTRAL FACTORY

1-10 Constantinoupoleos Street, 3011, Limassol, Cong hoa Sip.

TUQ.CUC TRUUNG

P.TRUSNG PHONG Wﬂ’i ed
Pham Ghi Vin Hank ./l”
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