‘R THUOC BAN THEO DON
X

TG HUGNG DAN SU DUNG THUOC

Vién nén bao phim

HATLOP

Thudc ban theo don
P¢ xa tAm tay tré em
Poc kj huéng din sit dung truée khi ding
Théng bio ngay cho bac sy nhitng tdc dung khong mong mudn khi sit dung thudc

To' théng tin san phim niy bao gém huong din st dung cho thuéc cé nhiéu ham lupng khic
nhau.

PHAN 1. HUGNG DAN SU DUNG THUOC CHO NGUOI BENH

1.

Thanh phan, ham lugng cta thudc:

MJi vién nén bao phim HATLOP-150 chita:

Irbesartan.........cccceeevveennnnnns 150 mg

Ta dugc: Cellulose vi tinh thé, croscarmellose natri, HPMC E6, natri starch glycolat, magnesi
stearat, talc, titan dioxyd, PEG 4000, polysorbat 80, diu thiu dAu.

MJi vién nén bao phim HATLOP-300 chita:

Irbesartan.........cccceeeeevennnenns 300 mg

Ta dugc: Cellulose vi tinh thé, croscarmellose natri, HPMC E6, natri starch glycolat, magnesi
stearat, talc, titan dioxyd, PEG 4000, polysorbat 80, diu thiu du.

Mo ta san pham:

HATLOP-150: Vién nén dai, bao phim mau tring, mdt mit c6 dap logo f;i;fi/f?;, mait kia c6 dap
gach ngang.

HATLOP-300: Vién nén dai, bao phim mau tring, hai mit tron.

Quy cach dong goi:
HATLOP-150: Hop 10 vi (Nh6m - Nhdém) x 10 vién.
HATLOP-300: Hop 6 vi (Nhom - Nhom) x 10 vién.

Thudc dung cho bénh gi?

San phaim HATLOP chita thanh phin chinh c6 tic dung dugc ly 1a irbesartan, 12 chat doi
khdng thu thé angiotensin II. Angiotensin II dudc sdn xuit trong cd thé, gin két v6i thu thé
trén mach mdu gy co mach va lam ting huyét 4p. Irbesartan ngiin khong cho angiotensin II
gin k&t véi cac thu thé niy, nén lam gidin mach mau va 1am ha huyét 4p. Irbesartan lam
cham qué trinh suy gidm chic ning thin & bénh nhan bi ting huy€&t 4p va d4i thdo dudng typ
2.

Irbesartan dudc st dung & ngudi 16n dé:

- Piéu tri ting huy&t 4p (ting huyét 4p nguyén phat).

- Bdo vé thin & bénh nhan bi ting huyét 4p, ddi thio dudng typ 2 va cé bing chiing xét
nghiém cho thdy c6 sy suy gidm chifc ning than.

Nén diung thudc nay nhu thé nao va liéu lugng?
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Lu6n dung thudc chinh x4c nhu huéng din cla bic s§ hodc dudc s§. N&u ban chua rd, hiy
hdi lai cho chic chin.

Liéu dung:

Diéu tri ting huyét dp

Liéu thong thudng 12 150 mg, ngay 1 1an. Bac s§ c6 thé ting liéu 1én 300 mg, ngay 1 1an tuy
thudc vao ddp dng trén huy€t 4p cda ban.

Bénh thin dii thio duong typ 2 o ting huyét dp

Liéu duy tri: 300 mg, ngay 1 1an.

Béc sy c6 thé cho ban dung liéu thdp hon, dic biét 1a khi khdi diu diéu tri  mot s6 ngudi
bénh nhu ngudi bénh gidm thé tich mau, thim tdch mdu hoic trén 75 tudi.

Téc dung ha huyé&t 4p t6i da thudng dat dudc sau 4 - 6 tuan diéu tri.

Cach dung:

Thudc dung dudng uéng. Nudt nguyén vién véi dii nuée (vi du: 1 cbc nude).

Ban c6 thé usng HATLOP ciing hoic khong ciing vdi bita in.

Nén udng thudc vao cling mot thdi di€m trong ngay.

Ti€p tuc dung thudc theo 15i din clia bic s§.

6. Khi nao khong nén dung thuéc nay?
Khong nén dung thudc nay n€u ban
- MAin cdm véi irbesartan hodc v6i bt cit thinh phan nao cla thudc.
- Mang thai trén 3 thdng (t6t hon 12 nén tranh diing thudc trong ca giai doan dau cda thai k).
- Mic bénh ddi thio dudng hodc suy gidm chifc ning thin va dang dudc diéu tri v6i mot
thudc ha huy€t 4p c6 chita aliskiren.

7. Téic dung khéng mong muén
Nhu cic thudc khac, HATLOP c6 thé giy tic dung khong mong mudn, nhung khong phai ai
cling gap phai.
Mot s6 tic dung khong mong mudn c6 thé nghiém trong va can dudc chim séc y t&.
Ngung dong thubc va lién hé ngay vdi bdc sy néu ban gdp cdc phdn iing sau:
Ban c6 céc triéu chitng phu mach nhv ban da, may day, phd (mi mit, midt, modi, miéng va
1udi), kh6 thd hodc khé nudt. Pay 1a cdc triéu chitng clia phdn ¢ng qua man.
Cdc tic dung khéng mong mudn tir cic nghién citu Iim sang & bénh nhin dudc diéu tri vdi
irbesartan:
R4t thuong gdp (4nh hudng 1 trong 10 ngudi sit dung):
N&u ban bi ting huy&t 4p va bénh thian ddi thdo dudng typ 2, xét nghiém mau c6 thé thdy
miuc kali trong mau tdng 1€n.
Thuong gdp (dnh hudng dén 1 trong 10 nguvi sit dung):
Chéng mit, budn ndn/ nén, mét mdi va xét nghiém mdu c6 thé thdy ting mic enzym dugc
diing @€ danh gid chifc ning co va tim (creatin kinase). J bénh nhan tdng huyé&t 4p va bénh
than d4i thdo dudng typ 2, ding 1én khi dang nim hodc dang ngdi c6 thé bi chéng mit, ha
huy&t 4p; dau khép hoiic cd va gidm lugng protein trong t€ bao hdong cau (hemoglobin) ciing
da dudc bao cao.
It gdp (dnh hudng dén 1 trong 100 ngudi sit dung):
Tang nhip tim, d3 birng, ho, tiéu chdy, khé tiéu/ ¢ néng, rdi loan tinh duc, dau nguc.
Tdc dung khéng mong mudn sau khi irbesartan dugc dua ra thi trudng:
It gap
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10.

Vang da (vang da va phan tring cia mit).

Chua 16 tin suit:

C4m thdy chéng mit, dau ddu, rdi loan vi gidc, U tai, chudt rit, dau cd va khdp, gidm so
lugng ti€u cdu, chifc ning gan bat thudng, ting ndng dd kali mdu, suy gidm chifc ning thin
va viém cdc mach mdu nhd, chi y&€u dnh hudng dén da (mdt tinh trang dudc goi 1a viém
mach hiy bach cau).

Thuéc co thé gdy ra cdc tic dung khong mong muén khdc, thong bio ngay cho bdc sy néu
g4dp phdi nhitng tic dung khéng mong mudn sau khi sit dung thudc.

Nén tranh dung nhitng thudc hoic thyc phadm gi khi dang sit dung thudc nay?

Thong bio cho bac s§ hoidc dugc s§ clia ban vé tit cd cdc loai thudc ma ban dang st dung
hoic st dung gan diy, bao gom c3 cédc thudc k& don hoic khong ké don, cdc vitamin hoic
thudc tir dugc liéu.

Thong bdo cho bdc sy hodc duoc sy néu ban dang st dung cdc thudc sau:

Mot s6 thudc c6 thé tudng tic vé6i irbesartan nén phdi thong bao cho bac s§ hoic dugc sy cia
ban vé tit c cdc loai thudc ma ban dang sit dung, bao gdm ca cdc thudc ké don hoic khong
ké don, cdc vitamin hoic thudc tir dugc liéu. Bic sy hodc dudc sy c6 thé s& diéu chinh liéu
cho ban.

Théng bdo cho bdc sy néu ban dang sit dung:

- C4c thudc chdng ting huyét 4p va thudc 1gi ti€u khac. Cac thudc nay cé thé 1am ting tic
dung ha huyé€t 4p cla irbesartan.

- Céc chat tc ch& enzym chuyén angiotensin (ACE) va aliskiren: St dung ddng thdi 2 thudc
lam ting tin suit gip tic dung khong mong mudn nhu tut huyét dp, ting kali huyé&t va gidm
chitc nang thén.

- Céc chat chong viém khong steroid (NSAIDs): C6 thé 1am gidm tdc dung ha huyét 4p clia
irbesartan, ting nguy cd bi tdn thuong chifc ning than.

Ban c6 thé can ki€m tra mdu néu ban dang st dung:

- Ché& ph&m b3 sung kali.

- Ch& phim thay th&€ mudi chita kali.

- C4c thudc giit kali (nhu mot s8 19i tiéu).

- Céc thudc chia lithi.

Néu ban gip bat ky truong hop nao & trén (hodc ban khéng chic chin), hay thdo luin voi
bdc sy trudc khi ding thudc.

Sit dung HATLOP vdi thifc 4n

Thudc c6 thé duge sit dung ciing hodc khong cling vdi thifc dn.

Can lam gi khi mot 1an quén khéng diung thudc?

Udng liéu di quén sém nhit c¢6 thé khi ban nhd ra. Udng liéu ti€p theo nhu binh thudng,
khong diing gdp d6i liéu dé bu liéu da quén.

Né&u ban mudn ngirng thudc

Khong ngirng thudc chi vi ban cdm thdy khde hon. Viéc ti€p tuc dung irbesartan cho dén khi
bac s§ bdo ngirng rat quan trong cho ban.

Lu6n 1am theo chi din clia bdc s§.

Né&u ban c6 thic mic gi khi sit dung thudc nay, hiy lién hé vdi bac s§ hoic dugc s§.
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11.

12.

13.

14.

Can bao quan thudc nay nhu thé nao?
Giff thudc trong bao bi géc clia nha sin xuat, day kin.
P& thudc noi kho rdo, tranh dnh siang, nhiét @6 khong qua 30°C, va ngoai tAm vdi cla tré em.

Khong st dung thudc sau ngay hét han in trén bao bi (hdp va vi thudc).

Nhitng ddu hiéu va triéu chiing khi dung thudc qua liéu
Dung thudc chinh xdc nhu huéng din cla bic s§. Néu ban dung thudc nhiéu hon chi din,
ngung ding thudc va lién lac ngay vdi bac s§ hoic trung tAim y t€ gan nhat.

Can phai lam gi khi diing thuéc qu4 liéu khuyén cdo

Ngung diing thudc, uéng mot coc sita day va lién lac ngay vdi bac s§ hodc trung tAim y t&€ gan
nhat.

Mang theo vién thudc cling v6i bao bi d€ bac sy biét ban dd udng thudc gi va c6 bién phdp
x@ 1y kip thdi.

Nhitng diéu can than trong khi dung thudc nay

Trudc khi ding thuéc niy, thong bao cho bic sy néu ban dang co cic van dé vé sifc khde sau
diy:

Ban nén mira hodc tiéu chdy ning.

Ban c6 cdc van dé vé than.

Ban c6 cdc van dé vé tim.

Ban dugc ké HATLOP cho bénh than do d4i thao dudng. Trong trudng hgp ndy, bac s§ c6 thé
ti€n hanh xét nghiém m4u thudng xuyén, dic biét 1a ndng do kali khi chifc ning thin cda ban
kém.

Ban sip phiu thuat hodc ding thudc giy mé.

Ban dang st dung cdc thudc sau dé diéu tri ting huyét dp:

- Thudc tc ch&é ACE (vi du: Enalapril, lisinopril, ramipril), dic biét khi ban c¢6 van dé vé than
do déi thdo dudng.

- Aliskiren.

Béc sy c6 thé s& dinh ky ki€m tra chifc ning than, huyét 4p va ndng d6 cdc chit dién gidi
trong mau cta ban.

HATLOP c6 chita polysorbat 80 c6 thé giy di ¢ng va diu thau diu c6 thé gay budn non, ndn,
dau bung, ti€u chay.

Tré em va tré vi thinh nién:

Khong nén duing HATLOP cho bénh nhan duéi 18 tudi. Lién hé ngay vdi bac sy néu tré nudt
phai thudc.

Phu nit mang thai hodc cho con bi

Phu ni¥ mang thai

Thong bio cho bic s§ n€u ban dang mang thai, nghi ring minh mang thai hoic c6 thé mang
thai. Bdc sy cta ban thudng sé khuyén ban ngung uéng HATLOP tru6c khi ban mang thai
hodc ngay khi bi€t ban mang thai va khuyén ban chuyén sang ding loai thuéc khac. Khong
khuyén cdo sit dung HATLOP trong 3 thing dau clia thai ky, chdng chi dinh duing HATLOP
néu ban mang thai trén 3 thang vi thudc c¢6 thé giy ra cic tic hai nghiém trong cho con ban.
Phu nit cho con bii
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Thong bdo véi bac s§ néu ban dang cho con bi hoic bit dau cho con bi. HATLOP khong
dugc khuyén cdo st dung cho phu nit dang cho con bi, va bac sy c¢6 thé s& chi dinh thudc
khdc n€u ban dang cho con bd, dic biét né€u con ban mdi sinh, hoic sinh non.

Ldi xe va van hanh mdy moc

Chua c6 nghién citu vé tic dong clia thudc d&€n kha ning ldi xe va van hanh mdy méc. Thudc
hau nhu khong 4nh hudng dén kha niing ldi xe va van hanh mdy mdc, tuy nhién doi khi bénh
nhin c6 thé chéng mit hoic mét mdi trong thdi gian diéu tri ting huyét 4p. Do ddp tGng cia
mdi cd nhin khdc nhau, ban khong nén thyc hién cdc cong viéc cin tip trung cao do nhu 14i
xe hodc van hanh mdy méc, cho dén khi x4c dinh chic chin minh c6 bi 4nh huéng hay khong.

15. Khi nao cAn tham van béc sy, dugc s§.
Can lién lac ngay v6i bac s§ hodc trung tAm y t&€ gin nhat khi dung thudc qud liéu chi dinh.
Thong thudng, bao gid ciing phdi héi y ki€n bac s§ hodc dugc sy trude lic dung bat ky thudc
nao khi mang thai hodc cho con bu.
Thong bdo ngay cho bac s§ hoic dugc s§ nhitng tdic dung khong mong mudn gip phdi khi sit
dung thudc.
Néu cin thém thong tin xin hdi y ki€n bac s§ hodc dugc s§.

16. Han ding ctia thudc: 36 thang k€ tir ngay san xuat.
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PHAN 2. HUGNG DAN SU DUNG THUOC CHO CAN BOY TE

1.

PAC TINH DUGC LUC HQC:

Nhém duge 1y: Nhém chi't d6i khdng thu thé angiotensin II, thudc chdng ting huyét dp.

Ma ATC: C09CA04.

Irbesartan 14 chat d6i khang thu thé typ I clia angiotensin II. Irbesartan c6 tic dung tuong tu
losartan, nhung khong phai 13 tién dudc chat nhu losartan, nén tic dung dugc 1y khdng phu
thudc vao su thdy phin & gan. Irbesartan phong bé& hoat dong sinh 1y clia angiotensin II 1a
chit dugc tao nén tir angiotensin I trong phin tng xic tic bdi enzym chuyén angiotensin
(ACE kininase II). Angiotensin II 12 chit co mach chinh clia hé renin-angiotensin va ciing
kich thich v3 thugng thin tong hdp va ti€t aldosteron. Khi aldosteron dugc gidi phong, natri
va nuSc s& dugc tdi hap thu, cudi cing 13 ting huyét 4p. Irbesartan phong b& tdc dung co
mach va bai ti€t aldosteron ctia angiotensin II nhd gidn chon loc vao thu thé AT cida
angiotensin II v6i 4i luc manh gap 8500 1dn so v6i gidn vio thu thé AT,. Thu thé ATz ciing ¢6
mit & nhi€u mo, nhung khong c6 vai trd trong diéu hoa tim mach.

Irbesartan khong Gc ch€ ACE, nhu vay khong ¢ ch€ sy gidng héa bradykinin va cdc kinin
khéc.

Trong chiing ting huyét 4p, irbesartan lam huyét 4p gidm nhung tin s& tim thay d6i rat it.
Téc dung ha huyét 4p phu thudc vao liéu va c6 khuynh huéng khong ha thém khi uéng véi
liéu cao hon 300 mg/ 1 1an mdi ngay. Huyét 4p ha t3i da trong khodng 3 - 6 gid sau khi udng.
T4c dung chdng ting huyét 4p duy tri it nhat 24 gi. Hiéu qua chong ting huyét 4p thé hién
trong vong 1 - 2 tudn, hiéu qua t&i da dat dudc trong vong 4 - 6 tuan k€ tir khi bit diu diéu tri
va duy tri khi diéu tri 1du dai. N&u ngling diéu tri, huy&t 4p din din trd lai trang thdi ban dau,
nhung khong c6 hién tugng bénh dot ngot trd lai khi ngirng thudc.

Bénh 1y than § ngudi dai thdo dudng: Irbesartan dudce diing d€ chim séc bénh 1y than & ngudi
d4i thdo dudng véi bi€u hién 12 ting creatinin huyét thanh va c6 protein niéu (vugt qua 300
mg/ngay) & nhitng ngudi bénh ddi thdo dudng typ 2 c6 ting huyét 4p.

C4 hai nhém thudc d6i khang thu thé angiotensin II va chd't tc ché€ ACE déu 1am cham duogc
toc dd ti€n trién cta bénh thin & ngudi bénh ting huyét 4p bi dii thdo dudng va
microalbumin niéu ho#ic ¢6 bénh 1y thin rd rét. Mot sd bing chiing cho thiy cdc thudc nay
1am chim ti€n trién ctia bénh 1y than bing mot co ch€ doc 1ap véi tic dung chong ting huyét
4p clia ching. Phdi hgp diéu tri bing cdc chit Gc ché€ ACE va chit d6i khiang thy thé
angiotensin II cho thdy c6 tdc dung cdng hdp trong viéc 1am gidm huyét 4p va microalbumin
niéu. Tuy nhién, cdn c6 thém nghién citu d€ xdc dinh tic dung cda cach phdi hgp nay trén
chiic ning thin. Néu khong dung nap dugc mot nhém thudc nay thi cé thé ding mot thude
thudc nhém thudc kia.

PAC TINH DUGC PONG HOC:

Hip thu

Irbesartan hap thu nhanh qua dng tiéu hda véi sinh khd dung tir 60 - 80%. Thitc in khong 1am
thay d8i nhiéu d€n sinh kha dung ctia thudc. Nong do dinh trong huyét tuong dat khodng 1 - 2
gi sau mot lidu uéng. Nong do thudc trong mau dat trang thdi cAn bing 6n dinh sau 3 ngay
udng thudc.

Phin bo

Thudc lién két khodng 96% véi protein huyét tuong. Thé tich phan bd clia thudc khodng 53 -
93 Iit.
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Chuyén hoa

Thudc chuyén héa & gan nhd qué trinh lién hdp glucuronic va oxy héa. Irbesartan dugc oxy
héa chli y&€u qua xiic tic cta isoenzym CYP2C9 cia cytochrom Paso.

Théi tri

Thudc va cdc sdn phdm chuyén héa dugc dao thdi qua mat va nudc ti€u. Sau khi udng hoic
tiém tinh mach irbesartan ddnh diu biing '“C, thd'y khodng 20% lugng thudc thii trir qua nudc
ti€u, phan con lai (khodng 80%) qua phian. Mot lugng nhd dudi 2% cida liéu dao thdi qua
nudc ti€u dudi dang khong bi€n d6i. Thdi gian ban thdi cia thudc 1a 11 - 15 gid.

Dugc dong hoc trén cic doi tugng dic biét

Tré em

Nghién cttu dudc dong hoc trén tré em diing liéu don va liéu lip lai hang ngay irbesartan (2
mg/ kg) d&n liéu ti da 150 mg/ ngay trong 4 tuan cho thdy Cmax, AUC va tdc do thanh thdi
twong ty nhu trén ngudi 16n dung liéu 150 mg/ ngdy. Irbesartan giy tich liiy nhe (18%) trong
huy&t twong da dugc bdo cdo khi ding liéu 1 1an/ ngay lip lai.

Suy thin

o) bénh nhin bi suy thian hoic dang thim tich mdu, cdc thdong sd dudc dong hoc clia
irbesartan thay ddi khong dang k€. Irbesartan khong bi loai bd bdi thim tich mau.

Suy gan

O bénh nhan xd gan nhe dé€n trung binh, cdc thong s§ duge dong hoc cla irbesartan thay déi
khong dang ké.

Chua c6 nghién cttu dudc thuc hién trén bénh nhan suy gan ning.

3. CHI DINH:
Diéu tri ting huyé&t 4p dong mach vo cin.
Bénh than do d4i thdo dudng typ 2 c6 ting huyét 4p.

4. LIEUDUNG - CACH DUNG:
Cach dung:
Thudc ding dudng udng, c6 thé udng cling hoic khdng ciing bita in.
Liéu dung:
Nguoi [on:
Liéu khéi dau va liéu duy tri khuyé&n cdo thudng 12 150 mg x 1 1an/ ngay. Liéu nay thudng
cho hiéu qua kiém sodt huyét dp trong 24 gid tot hon liéu 75 mg, Tuy nhién, c6 thé cin nhic
liéu 75 mg, didc biét 1a & bénh nhan thd&m tdch mdu, giam thé tich tudn hoan va bénh nhin
trén 75 tudi.
O bénh nhan khong thé ki€m sodt diy di huy&t dp véi liéu 150 mg, ¢6 thé ting liéu 1én 300
mg hoic diung thém cdc thudc chong ting huyét 4p khdc. Pic biét, khi ding thém mot thudc
1gi tiéu nhu hydroclorothiazid cho tic dung hiép ddng véi irbesartan.
O bénh nhan ddi thdo dudng typ 2 bi ting huyét 4p, nén khdi ddu véi liéu 150 mg x 1 1an/
ngay,va chinh liéu d&n 300 mg x 1 1an/ ngay - lidu duy tri dudc vu tién ding cho diéu tri bénh
than.
C4c 1¢i ich trén than clda irbesartan & bénh nhin ddi thio dudng typ 2 bi ting huyét 4p dudgc
dua trén cdc nghién citu khi irbesartan dugc thém vao cling v6i cdc thudc chdng ting huyét
ap khac, n€u can thi€t, d€ dat dudc tic dung ha huyét 4p mong mudn.
Diing thuéc cho doi tupng dic biét
Suy thin
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Khong cin chinh liéu cho bénh nhéan suy than. Nén cin nhic khéi dau véi liéu thap hon (75
mg) cho bénh nhian thAm tdch mau.

Bénh nhin gidm thé tich tuidn hoan

Can nhic liéu khéi ddu 75 mg x 1 1an/ ngay.

Suy gan

Khong can chinh liéu cho bénh nhin suy gan nhe va trung binh. Chua c6 kinh nghiém vé viéc
dung thudc trén bénh nhin suy gan ning.

Nguvi cao tuéi

Mic dii nén cin nhic khdi dau véi liéu 75 mg & bénh nhan trén 75 tudi, viéc diu chinh liéu
thudng khong cin thi€t khi ding cho bénh nhan 13 ngudi cao tudi.

Tré em:

An toan va hiéu qué clia irbesartan & tré em O - 18 tudi chua dugc thi€t 1ap. Do d6, khong
khuyén cdo diing thudc cho nhém ddi tugng nay.

5. CHONG CHI PINH:
Qud min vdi irbesartan hodc vdi bat cit thainh phin nao cla thudc.
Dung ph6i hgp irbesartan va cdc thudc ¢ chita aliskiren trén bénh nhan déi thio dudng va
suy thin (GFR < 60 ml/ phit/ 1,73 m?).
Phu nif mang thai 3 thdng gitta va 3 thdng cudi thai ky.

6. CAC TRUONG HGP THAN TRONG KHI DUNG THUOC:
Bénh nhin gidm thé tich noi mach
O nhitng ngudi bénh bi gidm th€ tich mdu nhu mat mudi va nudc do ding thudc 16i ti€u manh,
ch& d in han ch& mudi, tiéu chdy hodc ndn, cé thé x3y ra ha huyét ap triéu chiing, dic biét
sau khi udng liéu thudc diu tién. Can phdi diéu chinh nhitng tinh trang nay truc khi ding
irbesartan.
Bénh nhan ting huyét 4p hep dong mach thin
Tiang nguy co ha huyét 4p ning va suy gidm chic ning thin & bénh nhan bi hep dong mach
than hai bén hoic hep dong mach thAn mdt bén & thin duy nhit con hoat ddng dugc diéu tri
vdi cdc thudc tic dong l1én hé renin-angiotensin-aldosteron. Tdc dung nay ciing c6 thé gip
phai khi diing cdc thudc d6i khang thu thé angiotensin II, bao gdm irbesartan.
Bénh nhin suy thin va ghép thin
Khuyén cdo theo doi dinh ky kali va creatinin huyé&t thanh khi dung irbesartan cho b&nh nhan
suy than. Chua c6 kinh nghiém vé viéc dung irbesartan trén bénh nhin méi ghép than.
Tdng huyét dp & bénh nhin dii thio duong typ 2 va bénh thin
Téc dung clia irbesartan c trén than va tim mach khong théng nhat & tdt c cdc phdn nhém
trong mot nghién ctu trén bénh nhin bénh than ti€n tri€n. Céc tic dung nay thudng it gip
hon & phu nit va ngudi khong phéi da tring.
Phong bé kép hé renin-angiotensin-aldosteron (RAAS)
Phdi hop cic thudc e ché ACE, doi khang thu thé angiotensin II va aliskiren 1am ting nguy
co ha huyé&t 4p, ting kali huy€t va suy gidm chitc ning thian (bao gdbm suy than cip). Do d6,
khong khuyé&n cdo phong b€ kép RAAS bing phdi hgp cdc thudc e ché ACE, d6i khang thu
thé€ angiotensin II va aliskiren. N&u liéu phap phong bé& kép thit sy cin thi€t, cAn ti€n hanh
duéi sy gidm sdt cia chuyén gia va theo doi thudng xuyén chic ning than, dién gidi va huyét
ap. Céc thudc tc ch€ ACE va ddi khang thu thé angiotensin II khong nén ding ddng thdi &
bénh nhan bi bénh than do ddi thio dudng.
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Tdng kali huyét

Giong cdc thudc tic dung trén RAAS khic, ting kali huyét c6 thé x3y ra trong qua trinh diéu
tri v4i irbesartan, ddc biét khi c6 suy than, protein ni€¢u do bénh thin do dii thdo dudng, va/
hoic suy tim. Theo ddi chit ché kali huyé&t & nhitng bénh nhin nay.

Lithi

Khong khuyé&n cdo diing phdi hgp lithi va irbesartan.

Hep van dong mach chu, hep van hai I, hodc bénh co tim phi dai tdc nghén

Ciing nhu v6i cdc thudc gidn mach khédc, phdi dic biét thin trong khi diung irbesartan cho
bénh nhan hep van dong mach chii, hep van hai 14, hodc bénh cd tim phi dai tic nghén.
Cuong aldosterol tién phdt

Bénh nhan cudng aldosteron tién ph4t thudng khong ddp tng vé6i cdc thudc chdng ting huyét
4p tic dung thdong qua dc ch€ hé renin - angiotensin. Do d6, khong khuyén cdo st dung
irbesartan cho nhitng bénh nhan nay.

Thin trong khdc

Ngudi bénh c6 truong luc thanh mach va chdc ning than phu thudc chii yéu vao hoat dong
ctia RAAS (thi du ngudi bénh bi suy tim sung huyét niing hoic bénh thin nhu hep dong mach
than), viéc diéu tri bing cdc chit tc ché ACE hoic cdc chat ddi khang thu thé angiotensin II
tdc dong trén hé nay c6 thé xdy ra ha huyét 4p cip, ting nitrogen huyét, thi€u niéu hoic suy
than cap (hi€m gip). Nhu vé6i bat ky thudc chong ting huy&t 4p nao, ha huyét 4p qud mic &
nhitng bénh nhin thi€u mau cuc bo cd tim hoic bénh tim mach thi€u mau cuc bd c6 thé din
dé&n nhdi mdu co tim hodc dot quy.

Cic thudc e ch& ACE, irbesartan va cdc thudc ddi khang thu thé angiotensin it c6 tic dung
ha huyét 4p hon & ngudi da den hon ngudi khong phdi da den, c6 thé 1a do ty 1& cao hon cia
tinh trang renin thdp & nhém bénh nhan ting huy€t 4p thudc chiing da den.

Tré em

Chua c6 diy di dif liéu vé€ viéc dung thudc trén tré em.

Cdnh bdo lién quan td dugc

HATLOP c6 chita polysorbat 80 c6 thé gy di ng va ddu thau dau c6 thé gy budn ndn, non,
dau bung, tiéu chdy.

P¢ xa tAm tay tré em.

St dung cho phu ni¥ ¢6 thai va cho con bi

Phu nit mang thai

Khong khuyén cdo diing thudc trong 3 thang ddu thai ky. Chong chi dinh dung thudc trong 3
thdng gitta va 3 thdng cudi thai ky.

Céc biing ching dich t& hoc lién quan d&€n nguy cd gdy qudi thai sau khi phdi nhi€m cdc thudc
trtc ch&€ ACE trong 3 thidng diu thai ky chua dugc két luan; tuy nhién, mdt sy gia ting nhd
nguy cd khong thé loai trir. Trong khi chua c6 thong tin dich t& hoc c6 kiém sodt vé nguy co
ddi vé6i cac thudce doi khang thu thé angiotensin IT (AIIRAs), cidc nguy co tuong tu c6 thé xay
ra v6i nhitng thudc thudc nhém nay. Khong ti€p tuc diéu tri bing AIIRAs trir khi that sy can
thi€t, bénh nhan c¢6 dy dinh mang thai cAn dugc chuyén sang dung cdc liéu phap diéu tri
chong ting huy€t dp thay th€ da dugc chitng minh 1a an toan cho phu nit mang thai. Khi phét
hién c6 thai, phdi ngitng ngay irbesartan va thay biing thudc khéc.

Trong 3 thing giita va 3 thdng cudi, thudc gy doc cho thai (gidm chifc ning than, it nuéc 61,
cham cdt héa xuong so) va gy ddc cho tré so sinh (suy than, ha huyét dp, ting kali huy&t).
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N&u bi phoi nhiém AIIRASs tir ba thdng giffa thai ky tr§ di, cAn siéu Am ki€m tra xuong so va
chtic ndng than cho thai nhi.

Tré c6 me dung AIIRAs khi dang mang thai cAn dudc theo ddi chit ché tinh trang ha huyét
ap.

Phu nit cho con bi

Chua c6 thdng tin lién quan dén viéc dung irbesartan trong thdi ky cho con bi, do d6 khong
khuyé&n cdo st dung va tdt hon nén thay thé liéu phdp khic di dugc chitng minh Ia an toan
trong thdi ky mang thai, diic biét 1a di véi tré sd sinh va tré sinh non.

Chua rd irbesartan hodc chit chuyén héa clia n6 c6 tié€t vao sita me hay khong.

Céc thong tin vé dugc Iyc hoc/ doc chat hoc & chudt cho thi'y thudc c6 bai ti€t vao sira.

Khd nang sinh sdn

Irbesartan khong ¢6 dnh hudng trén kha ning sinh sdn cia chudt va con cdi chiing khi ding
dé&n liéu gy ra cdc dau hiéu ngd doc dau tién trén chudt bd me.

Anh huéng ctia thudc doi véi cong viéc (ngudi van hanh mdy méc, ngudi dang 14i tau xe,
ngudi 1am viéc trén cao va cédc trudng hop khdc): Chua cé nghién cttu vé tdc dong clia thudc
1én kha niang l4i xe va van hanh mday moéc. Irbesartan khong 1am giadm kha nang 1di xe va
van hinh mdy ctia b&énh nhin. Tuy nhién, chéng mit, nhitic dau da dugc ghi nhin khi st dung
irbesartan va cin phdi thin trong khi 1di xe hodc vin hanh mdy trong khi vin con céc triéu
chitng trén.

7. TUGNG TAC CUA THUOC VGOI CAC THUOC KHAC VA CAC LOAI TUONG TAC
KHAC:
Cic thubc lgi tiéu va cdc thudc chéng ting huyét dp khdc: Cac thudc chong ting huyét 4p
khic c6 thé 1am ting tic dung ha huyét 4p clia irbesartan. Tuy nhién, irbesartan ciing da
dudc phdi hdp véi thudc chong ting huyét 4p khdc ma khong c¢é van dé gi, thi du nhu véi cdc
thudc chen beta, cdc thudc chen calci ¢6 tic dung kéo dai hodc cdc thudc Igi ti€u thiazid.
Piéu tri trudc bing thudc 1gi ti€u liu cao c6 thé gy gidm thé tich m4u va nguy cd tut huyé&t
4p khi bt diu diéu tri biing irbesartan.
Ché phdm chita kali hodc thudc Igi tiéu giit kali: Dung ddng thdi irbesartan véi 1gi ti€u giit
kali, ch& phdm thay th€ mudi chia kali, ch€ pham bd sung kali hoic cdc thudc khic lam ting
kali huy€t thanh c6 thé giy ting kali huyé&t. Do d6, khong khuyén cdo phdi hop st dung.
Lithi: Ting ndng do trong mau va ting dodc tinh cha lithi d3 dudc thong bao khi phdi hdp véi
céc thudc e ché ACE. C4c tdc dung tuong tu cling di tirng xdy ra vdi irbesartan, tuy rat hi€m
gip, vi vy nén tranh phdi hdp nay. N&u can phdi hop, phai theo ddi chit ché ndng do lithi
huyét.
Cdc thudc chifa aliskiren va chat iic ché” ACE: Dit liéu 1am sang cho thdy viéc phong b& kép
hé RAAS khi st dung két hgp cdc chat tc ch€ ACE, chat d6i khiang angiotensin II hoidc
aliskiren 1am ting tan suat bi tdic dung khong mong mudn nhu tut huyét 4p, ting kali huy&t va
gidm chifc ning than (bao gdm suy thin cip), so v6i khi chi st dung mot chi't tic dung trén
hé RAAS. Vi viy, khong khuyén cdo sit dung phdi hdp nay. Néu liéu phap phong b& kép la
can thiét, chi nén dung thudc dudi su giam sdt clia bac s§ va phai theo doi thudng xuyén chic
ning than, dién gidi va huyét 4p. Khong nén dung dong thdi chat tic ché€ ACE va chit ddi
khang angiotensin II & bénh nhan c¢6 bénh thin do ddi thao dudng.
Cic thubéc chéng viém khong steroid: Khi cdc chat d6i khdng angiotensin II dugc ding dong
thdi v6i cdc thudc chong viém khong steroid (thi du cdc chat tc ché chon loc cyclo-
oxygenase typ 2 (COX-2), acid acetylsalicylic (> 3 g/ ngay) va cdc thudc chong viém khong
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steroid khong chon loc, tic dung chdng ting huyét 4p clia irbesartan c6 thé bi gidm. Ciing
nhu véi cdc chdt tc ché ACE, viéc diing dong thdi cdc chit ddi khdng angiotensin II va cdc
chi't chong viém khong steroid khdng chon loc ¢6 thé 1am ting nguy cd ton thuong chifc ning
than, c6 thé din dén suy than cip va ting kali huyét, dic biét 1a & nhitng ngudi bénh di cé
suy chifc ning than tir trudc. Viéc phdi hgp phai than trong, dic biét 12 & ngudi cao tudi.
Ngudi bénh phdi dugc udng nudc diy di va theo doi chifc ning than sau khi bit ddu phdi hdp
va dinh ky sau d6.

Théng tin vé cdc tuong tic khdc ciia irbesartan: Trong cdc nghién ctu 1am sang, dugc dong
hoc ctia irbesartan khong bi bién ddi khi dung dong thdi v6i hydroclorothiazid. Irbesartan
dugc chuyén héa chii y&u bdi CYP2C9 va mot phan it hon bdi qud trinh lién hgp glucuronic.
Khong thay c6 tuong tic dude dong hoc va dugc Ivc hoc c6 y nghia khi irbesartan dudc diing
ddng thdi véi warfarin 13 thudc dugc chuyén héa bdi CYP2C9. Tic dung cia cdc chit cdm
tng CYP2C9, thi du rifampicin trén dugc ddng hoc cla irbesartan chuwa duge danh gid. Dugc
dong hoc ctia digoxin khong bi thay ddi khi uéng ciing irbesartan.

8. TAC DUNG KHONG MONG MUON:
ADR thudng nhe va thodng qua.
Rat thuong gdp, 1/10 < ADR
Xét nghiém: Tang kali huy€t & bénh nhan ting huy&t 4p bi ddi thdo dudng.
Thuong gdp, 1/100 < ADR< 1/10
Than kinh: Chéng mit, chéng mit tu thé.
Mach mau: Ha huyét 4p tu thé.
Tiéu héa: Budn non, ndn.
Co - xuong va md lién két: Pau co - xuong.
Toan thin: Mét méi.
Xét nghiém: Ting creatin kinase huy&t thanh (khong lién quan cic bi€n cd vé co -xuong phait
hién dugc trén 1dm sang); gidm hemoglobin (khong c¢6 ¥ nghia 14m sang).
It gap, 1/1000 < ADR< 1/100
Tim: Nhip tim nhanh.
Mach mdu: B6 bing.
Ho6 hap, 16ng nguc va trung that: Ho.
Tiéu héa: Ti€u chdy, khé tiéu/ g néng.
Gan - mat: Vang da.
Hé sinh sdn va tuyé&n vi: Roi loan tinh duc.
Toan than: Pau nguc.
Chura 1o tin suit
Miu: Gidm tiéu cau.
Mién dich: Phdn ttng qué maAn nhu pht mach, ph4t ban, may day.
Chuyén héa va dinh dudng: Ting kali huyé&t.
Than kinh: Hoa mit, dau dau.
Tai va mé 16: U tai.
Tiéu héa: Réi loan vi gidc.
Gan - mat: Viém gan, chifc ning gan bat thudng.
Da va md dudi da: Viém mach hiiy bach cau.
Co - xuong va mo lién két: Pau khép, dau cd (trong mot s6 trudng hgp kém ting creatin
kinase huy&t thanh).
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Thén - ti€t niéu: Suy gidm chic ning thian, bao gdm suy thin & bénh nhan c6 nguy co.
Tré em
Mot nghién cttu trén tré em dung irbesartan, cdc tdic dung khong mong mudn dudc bdo cdo
bao godm: Pau dau, ha huyét 4p, chéng mit, ho, ting creatinin va ting creatin kinase.
Thuéc co thé gdy ra cdc tic dung khong mong muén khdc. Cin theo doi chit ché va khuyén
cdo bénh nhin théng bdo cho bdc sy nhitng tic dung khong mong mudén gdp phdi khi stt dung
thuéc.
Xu tri ADR
Céc ADR it x3y ra, thudng nhe khong cAn xit tri gi dic biét. N&u bit dau dung thudc nén chi
y diéu tri gidm thé tich mdu néu cé.

9. QUA LIEU VA XU TRIi:
Liéu t6i 900 mg dung cho ngudi 16n trong 8 tudn khong gy bat ky doc tinh nao. Khi gip qud
liu, triéu chitng 1am sang c6 nhiéu khd ning x4y ra 1a ha huy&t 4p va nhip tim nhanh. Nhip
tim chAm ciing c6 thé€ x4y ra. Khong c6 thong tin nao dic biét vé diéu tri qua liéu irbesartan.
Ngudi bénh can dugc theo ddi chit ché, diéu tri triéu chiing va trd luc. Mot s6 bién phap
dudc ggi y nhu gdy ndn va/ hoic rira da day, dung than hoat tinh. Tha&m tich loc mdu khong
loai dugc irbesartan.

10. CAC DAUHIEU CAN LUU Y VA KHUYEN CAO: Khong diing thusc qué lidu chi dinh.
11. TEN, PIA CHI VA BIEU TUGNG CUA CO SG SAN XUAT

Sdn xudt tai:

DAVIPHARM

CONG TY TNHH DUGC PHAM PAT VI PHU
(DAVI PHARM CO., LTD)

Dia chi: L6 M7A, Pudng D17, Khu CN M§ Phudc 1, Phudng Théi Hoa, Thi xa Bén C4t, Tinh
Binh Duong, Viét Nam

Tel: 0650-3567689  Fax: 0650-3567688

12. NGAY XEM XET SUA POL, CAP NHAT LAI NOI DUNG HUGNG DAN SU DUNG
THUOC:

Tai liéu tham khao

1. EMC. 2016. “Aprovel 300 mg film-coated tablets” - Sanofi. Cap nhit ngay 14/07/2016.
http://www.medicines.org.uk/emc/medicine/27611 - Ngay truy cdp: 13/01/2017.

2. EMC. 2016. “Aprovel 300 mg tilm-coated tablets”. Cap nhat ngay 13/10/2016.
http://www.medicines.org.uk/emc/PIL.10921 .latest.pdf - Ngay truy cap: 13/01/2017.

3. Hoi ddong Dudc thu Qudc gia Viét Nam 2015. “Irbesartan”. Dudc thu Qudc gia Viét Nam.
Trang 835 - §37.

0042.T1 Trana 12/12


http://www.medicines.org.uk/emc/medicine/27611
http://www.medicines.org.uk/emc/PIL.10921.latest.pdf

