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Hudng dén s dung thuéc

Doc ki hudng dan st dung trude khi ding

|RBEHASAN 150

R, Thudc bén theo don Vién nén

Thanh phédn
Hogt chét:Irbesartan 150 mg.

Té duge: Laciose monohydrat, Avicel M101, Prejel PAS, Primellose,
PEG 6000, Magnesi stearat, Aerosil.

Dwocluchoc
Cochétacdyng:

- Irbesartan la chélt de ch& chon loc trén thy thé AT, cda angiotensin-1l
gilp nglin chin todn b tdc ddng cla angiotensin-Il qua trung gian
thy thé AT, bt ké nguén géc hodic duding t8ng hop cla angictensin-||
(angiotensin Il 14 thanh phén quan trong cla hé renin-angiotensin va
tham gia vao cd ché sinh Iy bénh cda cao huyét dp cling nhu chuyén
dich natri).

Irbesartan khéng Uc ché men chuyén (kinase-ll), men tao ra
angiotensin-|| v |4 men tac ddng 1&n sy thodi gidng cla bradykinin
thanh cdc chét chuyén hod bét hoat. N6 cling khéng dnh hudng dén
acid uric huyét thanh hay sy bdi tiét acid uric trong nudc tifu,

Higu qué ldm séng:

Tang huyét dp:

Sy gidm huyét dp phy thude liéu, dat khuynh hudng &n dinh & lidu
ding trén 300 mgMdn/ngay. Cdc liéu 150 — 300 mg/ldn/ngay lam ha
huyét dp ddy do & tu thé ngdi va do & tu thé ndm 24 gid sau khiding
thuéic trung binh 14 8-13 / 5-8 mmHg (t4m thutdm trugng) tét hon
nhilng ngudi ding gid dugc.

- Sy gidm dinh cla huyét dp dat dugc trong 3-6 gid sau khi using thude
va tdc dung ha huyét dp duge duy tri it nhat 24 gid. Trong 24 gid huyét
p ha 60-70% dinh tudng Uing tAm truong vé tAm thu & lidu khuyén
cdo.

- Téc ddng ha huyét dp cla Irbesartan rd rét sau 1-2 tuén, vdi hidu qua
18i da xudt hidn sau khi bit ddu didu tri 4-6 tudn. Cdc tic déng chéng
lai sy tAng huyét ap dugc duy trl trong sudt thai gian diéu tri. Sau khi
ngung didu tri, huyét d4p ddn dén trd lai muc ban d4u. Hién tugng
huy#t dp déi nguge khdng xdyra.

Téc déng ha huyét ap clia Irbesartan va thusc Igi tidu nhém thiazid b8
sung cho nhau. ¢ nhilng b&nh nhan huyét 4p khéng duge kiém sodt
t8t khi chi ding Irbesartan, sy k&t hgp mét lugng nhé
hydroclorothiazid (12,5 mg) vdi Irbesartan mét [dn/ngay lam gidm
nhidu hon mc huy8t dp ddy so vdi gid duge 14 7-10/ 3-6 mmHg.

Higu qué cla Irbesartan khéng bj &nh hudng bdi tudi tic holic gidi
tinh. Ciing nhu céc thudc tdc ddng trén hé théng renin-angiotensin,
nhiing bénh nhén ting huyét 4p da den khi diing Irbesartan don trj
lidu thicd ddp dng kém han. Khilrbesartan dugc ding két hgp vdi mét
Iugng nhd hydroclorothiazid (12,5 mg/ngay), ddp Ung ha huyét dp &
nhang banh nhdnda daniu‘ong luvm henh nhan da lréng

Theo ngm!n cuu ‘Irbesartan Dlabetnc Naphrnpathy Trial = IDNT",
Irbesartan lam gidm cd ¥ nghla théng k& nguy cd tuang d8i gdp cdc
tidu chi chinh gdm néng dd creatinin ting gp déi, suy than dén giai
doan cudi hay ti vong do moi nguyé&n nhén.

- Nghién cidu “Effects of Irbesartan on Micro-albuminuria in
Hypertensive Patients with type 2 Diabates Mellitus = IRMA 2" cho
thély Irbesartan ding & lifu 300mg lam gidm tién trinh déin dén protein
nigu & bénh nhén bj vi albumin nigu.

Duge déng hoe
Hép thu: Sau khi ufing, Irbesartan duge hdp thu t8t, sinh khd dung
tuyét déi khodng 60-80%. Thie &n khdng dnh hudng déng ké dén
sinh kha dyng cla Irbesartan.

Phdn bd: T} 18 gén k&t vdi protein huy#t tugng 1a 96%, Thé tich phan
bd 14 53-83 . Néng dd dinh trong huyét tuong dat duge & 1,5-2 gidr
sau khi udng thudc. Néng d¢ thudic &n dinh trong huyét tuong dat
duge sau 3 ngdy ké ti sau khi bt ddu ding lifu d4u tidn duy nhat.

|

- Chuyén hda: B0-85% Irbesartan trong huy&t tuang & dang khéng déi. |
Irbesartan duic chuyén héa & gan qua hién twong glucuronc két hgp
vé oxi héa.

- Thél trir: Irbesartan va chit chuyén héa cia né duge thai tri 20% qua
than, ph&n con lai dugc thai qua mat. Cé dudi 2% lidu ding dugc bai
ti&t qua nudc tidu 14 Irbesartan dang khéng déi.

Chidinh

- Bidu trj tAng huy&t &p. Ding dan tri lidu hodc phdi hgp vdi cde thudc
chéng tang huyé&tdp khdc.

- Bidutritdng huyét 4p trén bénh nhédn dai thao dudng tuyp 2.

Liéulugng va cdch ding
Téng huyét ép:

- Lidu khdi ddu va duy trl thudng dugc khuyén cdo 1a 150 mg/idn/ngdy,
c6 thé udng kém vdi thic &n hodc khdng. Nén khdi d&u didu tr véi lidu
75 mg ddi vdi bénh nhin dang chay thdn nhdn tgo v& nhiing bénh
nhdn trén 75 tudi.

- Nhiing bénh nhdn huy&t dp khéng kiém sodt duge & lidu 150
mgién/ngdy, cé thé tang lidu l&n 300 mg, hodic diing két hgp thém vdi
thudic didu tri cao huy&t 4p khéc. B&c bigt khi k&t hop vdi thude Igi tidu
nhu hydroclorothiazid da cho thay lam tAng tdc dyng cla Irbesartan.
Téang huyét &p trén binh nhdn déi thdo duding tuyp 2:

- Nén khdi ddu vdi lidu Irbesartan 150 mgMdn/ngdy va didu chinh lén
d&n 300 mg/ldn/ngay nhu I liéu duy trl trong didu trj bénh thén,

- Suy than: Khéng cdn phai diéu chinh lifu & nhiing bénh nhan bj suy
chic néing thin. Nén ding liéu khdi ddu thdp (75 mg) ddi vdi nhiing
bénh nhén dang chay thén nhdntgo.

- Tiét gidm thé tich ni mach: trudc khi ding Irbesartan c4n diéu chinh
vige gidm thé tich va/ hodic gidm natri ndi mach,

- Suy gan: khéng cén didu chinh lidu d6i vdi bénh nhén bj suy gan nhe
vé trung binh. Chua c6 kinh nghiém [Am sang a8i vdi bé&nh nhén bj suy
gannéng.

- Ngudi gid: thudng khéng cdn chinh liéu d&i vai ngudi gia.

- Tréem:

+ Tré em dudi 6 tudi: tinh hidu qua va an toan cia Irbesartan chua
dugcthiét lap.

+Tré em 6-12 tudi: lidu khai ddu 75 mg/dn/ngay, cé thé ting lidu dén
150 mg/ién/ngay.

+Tré em 13-16 tudi: lidu khdi ddu 150 mg/dn/ngay, cé thé tang lidu
dén 300 mgdn/ngdy.

Chéngchidinh

- Djiing vdi Irbesartan hay mét trong cdc thanh phén cda thudc.

- Phy nit mang thai 3 thang giita va 3 thdng cudi cda thai ky.

- Phynitdang cho con bi.

Théntrong

- Tiét gidm thé tich ndi mach: ha huyét dp tridu ching, nhét 14 sau khi
uéng lidu ddu tién cé thé xdy ra & nhiing bénh nhn bj gidm thé tich va/
hodic gidm ion natri do ding lidu phép Igi tifu manh, &n kiéng han ché
mudi, tiéu chdy holic nén mla. Nhiing trudng hop nhu vdy cdn didu
chinh trudc khi bAt d4u trj lidu vdi Irbesartan,

- Téng huyél dp do ddng mach thdn: cé nguy cd gia tAng tut huyst dp
ngng va suy thdn khi bénh nhan bj hep déng mach thdn hai bén holic
hep dgng mach cia mdt than chd‘c néing duoc didu tr véi céc thude b
t4c ddng I1&n hé théng renin-ang o

- Suy thdn va ghép thdn: khi ding Irbesartan cho nhﬂ'ng bénh nhén suy
thén, cn gidm sat djnh ki néng dd kali, creatinin trong huyét thanh.
Chua cé kinh nghidm ndo lién quan d&n vidc ding Irbesartan cho
nhiing b&nh nhan mdi ghép than.

- Céctdc ddng cla Irbesartan trong trudng hgp thén va tim mach khéng
giding nhau égﬂc nhém bénh nhan. & phy ni va nhiing bénh nhan da
den, tic ddng cd lgitrén thdn khdng rd rét.

- Tang kali huyét: cling nhu cdc thuic c6 tdc ddng 1én hé théng renin
angiotensin-aldosteron, trong khi didu tr vdi Irbesartan cé thé bj 13
kali huyét, nhét l& nhilng bénh nhdn suy thin, protein nidu dg
dudng va/hode suy tim.

- Lithi:khéng nén phéi hap lithi vdi Irbesartan do cd thé 1am tang 86
cda lithi.
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Hudng dan s dung thudc

Boc ky hudng dén sif dyng truéc khi ding

- Ching hep van 2 |4 va hep van ddng mach chil, bénh cg tim tic
nghé&n phl dai.

- Téng aldosteron nguyén phét: nhiing bénh nhidn ting aldosteron
nguyén phét s& khéng ddp Ung vdi thudic ha huyét dp e6 tdc dyng de
ché hoatdéng hé théing renin-angiotensin.

- Ndi chung: & nhiing bénh nhdn c6 trucng lyc mach mau va chic néng
thén phy thude chil y&u véo hoat ddng hé théng renin-angictensin-
aldosteron (bénh nhdn suy tim sung huyét trdm trong hodic bénh
thin, bao gém c& hep ddng mach than), didu trj vdi thude te ché men
chuyén hogic thu6c déi khang thy thé angiotensin-1l & nhing thudc cé
dnh hudng dén hg théing ndy cd thé gay ra ha huyét ép c4p tinh, ting
uré huyét, thigu nigu, hiém khi suy thdn c&p. Nhu véi bit ky thudc
chéing tang huy&t dp nao, sy gidm huyét 4p qud muc déi véi bénh
nhan bgnh tim thiéu mau cuc b ¢6 thé dén dén nhéi mdu cd tim hosic
détquy.

- Nhu céc thuic dc chd men chuyén angiotensin, Irbesartan it 04y ha
huy&t &p d6i vai ngudi da den han ngudi khéng thudc nhém da den,
cé thé 1 do ngudi da den cd miic reninthé&p.

Tdcdyng phy
Céc tée dyng khéng mong muén do Irbesartan géy ra nél chung 1&
nhe vd thodng qua.

Trong diéu irf tdng huyét 4p:

Trong nhiing thif nghiém so sdnh vdi gid dude, tf 16 méc phdi cde 1ac
dung phy {nhiém tring hé hap, tiéu chay, bubn nén, nén, chéng mat,
mét méi, tim ddp nhanh, phi né...) khéng cé sy khéde biét gilia nhém
ding Irbesartan va nhém ding gid duge. T§ 18 mic phai cac tie dyng
phy trén khéng lién quan dén lidu dung (trong day liéu ding da
khuyén cdo), giditinh, tuéi tac, chiing téc hoc thai gian didu trj,

- Ngoai ra, Irbesartan lam tang creatin kinase huyét tugng (mdc dd
tdng khéng trdm trong) hodc kém vdi céc bidn cf vé Auong cé thd
nhén biéttrong lAm sang.
Trong diéu trf tdng huyét 4p & bénh nhén déi thio dudng tuyp 2:
Trong mt thif nghigm c6 ki§m sodt so sénh véi gid dugc ti€n hinh
trén 580 bénh nhan tiéu dudng tuyp 2 c6 ting huyét &p, cé albumin
nigu, va chde néing than binh thudng (thit nghigm IRMA 2), tdc dyng
phy ndi bat nhat 13 chéng mat, chdng mdt khi thay ddi tv thé, va ha
huyét dp t thé. Khang cé truéing hop phai nging thude do tic dung
phy nay,
Trong mét thil nghigm c6 kiém sodt so sdnh véi gid dugc khéc tién
hanh trén 1715 bénh nhan ddi thdo dudng tuyp 2 cé ting huyét ap, cé
protein nidu vdi liéu 800 mg/ngdy, va ndng dé creatinin mau nam
trong khodng 1,0-3,0 mg/d! (goi 14 thi nghiém IDNT), ty 18 cde téc
dung phy cng tuong ty nhu & nhiing bénh nhan téng huyét dp khéng
bién chiing ngoai trif cAc trigu ching do thay déi tu thé.

Cd thé 1am tang creatin kinase, ting kali huyét, gidm hemoglobin

nhung khéng cd bidu hign lam sang.

Céc tic dyng phy sau déy cing di dugc bédo cdo:

Thudng gdp: chéng mat, nhiic ddu, ha huyst dp thé dung lién quan

dén lidu ding. Tut huyét dp c6 thé xdy ra, diic biét 4 bénh nhén bj

gidm thé tich mau (vi dy nhiing bénh nhan dang ding thudc Igi tidu
liéu cao). Suy than va gidm huyét ap néng khi ¢é hep ddng mach than
2bén.

It g&p: ban da, may day, ngda, phi mach, t&ng enzym gan, ting kali

huyét, dau cg, dau khdp.

Hiém giip; ho, réi loan hé hap, dau lung, réi loan tidu héa, mét méi,

gidm bach cu trungtinh

Qud liéu va cdch xirtrl

- Kinh nghiém cho thdy nhiing ngudi trudng thanh dung liéu téi 900
mg/ngay trong B ngay khdng bj ngd déc.

Nhiing biéu hign do qué ligu 1 ha huyét dp va tim ddp nhanh, nhip tim
cham ciing cé thé x3y ra khi qué liéu.

Chua c6 théng tin ey thé vé vide didu trj qua liéu véi Irbesartan. Bénh
nhin cdn duge gidm sat chit cha, dugc didu tri trigu chiing va didu trj
hd trg. D& nghj x 1y bao gém gay nén va/ hofic ria daday. Than hoat
c6 thé dugc sif dyng trong didu tri qué lidu. Irbesartan khéng bi loai

bdithdm tdch mdu.

Tudng tde véi cdc thudc khic va céc dang tudng téc khdc

Thudc Igi tidu va cdc thude tr tang huydt dp khéc: cac thude trj ting
huyéit dp khéc c6 thé 1am tang tde déng ha huy&t ép cda Irbesartan. Tuy
nhién, Irbesartan cd thé phdi hop an tedn véi cdc thubc trj cas huyét dp
khdc, nhu thuéc chen béta, thudc chen kénh canxi tic dung kéo daiva
thudc lgitiéu nhém thiazid. Néu truéc d6é da didu tri vdi thudc Igi tiéu lidy
cao cd thé ddn dén sy mé&t nhidu dich, nguy co ha huyétép d& xdy rakhi
bt d4u diéu trj véi Irbesartan,

Cdc thutc b6 sung kali va loi tiéu tiét kiém kali:khong nén phéi hop véi
Irbesartan do diing chung céc thuc nay vdi Irbesartan c6 thé téng
néng dé kali huy#t thanh,

Lithi: dang chung lithi véi chét i ché men chuyén lam ting cé héi phuc
néng dd huyét thanh va dée tinh clia lithi. Do vay, khéng nén két hgp
lithi vdi Irbesartan. Cdn theo ddi cdn thén néng dé lithi huy#t thanh néu
sy phdi hop ndy 14 cén thigt.

Cdc thudc khdhg viém non-steroid: nhu véi cde thuse didu trj cao huyét
&p khdc, tac dung tri cao huyét dp cla Irbesartan cé thé bj gidm di bai
céc thuéc khang viém non-steroid.

Cédc thdng tin khéc vé tuiang téc coa Irbesartan: Irbesartan duge chuyén
hod chil y&u bdi CYPCY va & muc d4 it han bai glucurono hod. Ue ché
con dudng chuyén hod qua men glucuranyl transterase khing gy ra
cde tudng tic ddng ké trén lam sang. Téc déng cla nhing chét tuang
tdc trén CYPCA (nhu rifampicin, warfarin, nif dipin) trén dugc d8ng hoc
hodic duge lye hoc cla Irbesartan khéng dénh gid duge. Dya trén céc
di ligu in vitro, khéng cé tuong tdc ndo xdy ra vdi céc thudc cé sy
chuyén hod 1§ thudc véo cytochrom P450 isoenzym CYP1A1,
CYP1A2,CYP2AB, CYP2B6, CYP2DE, CYP2E1 hodc CYP3A4,

Sirdyng cho phynifcéthal va chocon bu

L ¢4 thai: a€ than trong, khéng nén ding Irbesartan trong 3 thdng
dédu cla thai ky, nén chuyén sang mét didu tr thay thé thich hgp trude
khi dyf dinh cé thai. Trong 3 thang gilla v& 3 thang cusi cia thai ky, cdc
chéttdc dgng tryc ti€p trén hé théng renin-angiotensin cé thé 1 nguyén
nhdn géy suy than & thai nhi hodc tré sd sinh, gidm san so clia thai nhi
va ngay cd chét thai nhi, do dé, chéng chil dinh di ng Irbesartan trong 3
thing gilta va 3 théng cusi cda thai ky. N&u chén dodn théy cé thal, nén
ngung ding Irbesartan cang sdm cang 161, néu 5o  da ding Irbesartan
trong thai ky dai nén sigu dm kiém tra chic néng than va so cia thai
nhi.

Liie cho con bui: chéing chi dinh ding Irbesartan trang thai ky cho con
b

Téc dgng clia thubc khi vn hanh tau xe, mdy moc

Dua trén cdc tinh chét duge Iye hoc, Irbesartan duge xem nhy khéng
dnh hudng dén kha nang li xe, van hanh may méc. Tuy nhién, thinh
thodng chong mit hodc mét 14 cé thd xdy ra trong thai gian didu trj téing
huyétap. ¥

Trinhbay: Hép 02 vix 14 vién nén. VIAI- PVC dyc.
Bdo quan: Noi khé, dudi 30°C.

Tiéu chuéin: Tigu chudn co sd.

Han diing: 36 thang ké 1 ngdy sdn xudt,

Luuy

Thuéc nizy chi ding theo ddn ciia béc si,

Khéng diing thude qua liéu chl djnh.

Khéng diing thuic qus han ding ghi trén bao bi.

Théng béo cho béc sTnhling téc dyng khéng mong muén gédp phai
khi sifdyng thudc.

NEucdnthém théng tin, xin hél § kién béc s,
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