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THUGC BANTHEO BON

Co-Dovel®:comgi25mg

# Bock§ hudng déin sidung trudckhiding.

# N&u céin thém théng tin, xin hdi§ ki&n bic sThoidic dugcsi.

® Déxatimtaytréem.

® Théng bio ngay cho bic si ho#ic duge sT nhiing téc dung khéng mong
muéngép phai khisirdung thudc.

THANH PHAN:

M®i vién nén bao phim chia

-Irbesartan 300mg
- Hydroclorothiazid 12,5mg

- T4 dugc: Lactose, Microcrystallin cellulose PH101, Starch 1500, Polyethylen
glycol 6000, Hydroxypropyl methylcellulose 6cP, Natri croscarmellose,
Magnesi stearat, Colloidal silicon dioxid A200, Hydroxypropy! methylcellulose
15¢R, Tale, Titan dioxid, Mau Tartrazin lake, Mau Ponceau 4R lake.
DANG BAO CHE:Viénnén bao phim.
QUYCACHDONG GOI:
Hop 2 vix 14vién, hdp 10vix 14 vién.
Chal 100 vién.
DUGCLYCHOC:
Nhém dugicly: Thubc di khang thy thé anglotensin-liva thuSclgi tidu.
M4 ATC:CO9D AO4,
-Co-Dovel 300 mg/12,5 mg 12 két hop cliamét ddi khang thuthé angiotensin-
II, irbesartan va thuéc Igi tiéu ho thiazid 13 hydroclorothiazid. Sy két hgp cta
cAc thanh phén ndy tao ra hidu qua chng ting huyét 4p, lam gidm huydt sp &
métmuicddtdthon sovéi khi diing riéng & timg thinh phén.
- Irbesartan [a mét thude dung dudmg u ng <6 tac dyng ddi khang chon loc trén
thy thé angiotensin-Il {phan nhém AT,). Didu nay sé gidp chen nhumong mudn
todn bé tic diing clia angiotensin-ll qua trung gian thy thé AT, bt k& nguén g8c
hodic dudng téng hgp cla angiotensin-ll. Déi khing chon loc thy thé cla
angiotensin-Il (AT,) lam téng renin huyét tuong va néng d angiotensin-l, lam
gidm ndéng d9 aldosteron huyét tuong. Néng 48 kali trong huyét thanh khéng
bj 4nh huéng mét cich ¢6 ¥ nghla béi irbesartan vdi liéu khuyén céo trén nhiing
bénh nhén khéng cé nguy co mét cin biing dién gidi. Irbesartan khéng dc ché
men chuyén {kinase-ll) 12 men tac ra angiotensin-l v2 13 men téc dong 1&n sy
thodi giang clia bradykinin thanh cic chit chuyén héa bét hoat. Ibesartan
khéing céin phéi chuyén thanh céc chét chuyfn héadé b tic ddng ndy.
- Hydreclorothiazid 13 mét thuék Ioi tiéu ho thiazid. Ca ché chéng ting h?ét
&p clianh6m lgi tiéu thiazid khéng dugc biétro. Thiazid tac dong trén cd chétai
hép thu dién gidl tal Sng than, 1am ting tryc ti€p s\ thal trircda natrl va clo véi
& lugng gén tuong duong nhau. Tac ddng clia hydroclorothiazid [3m gidm the
tich huy&ttuong, tang hoat tinh renin huyét tuong, tang bai ti€taldosteronkéo
theo Iam ting mét kall va bicarbonat, 1am gidm kall huyét tugng. Théng quatéc
ddng chen hé théng renin-angictensin-aldosteron cua irbesartan ma b |& s&
gitip khic phucviéc mat kali khi dung k&t hop vdi hydroclorothiazid. Khi dung
hydroclorathiazid, tac dung lgi tiéu khai phéat trong veng 2 giérva tac déng dat
mide cao nhittrong vdng 4 gitiva kéo daigin 6- 12 gid.
- Viéce két hop hydroclorothiazid va irbesartan tao ra viéc gidm huyét dp vai
hiéu ng céng thdng qua cac muc lidu didu tr clia ching. K& hop 12,5 mg
hydroclorothiazid véi 300 mg Irbesartan 1 I&n/ngay trén nhing bénh nhan
khéng dugic kim sodt tt huyét &p khi dung irbesartan 300 mg mét minh lam
gidm huy&t ap tam truong ddy (24 gid sau dung thudc) so véi gia duoc (3 6,1
mmHg. K&t hgp 300 mg irbesartan va 12,5 mg hydroclorethiazid 1am gidm
toan b huyétdp tam thu/tdm truong dén 13,6/11,5 mmHg so vdi gia duge.
-Tac dong lam ha huyét p cla irbesartan khi két hop vdi hydroclorathiazid |3
xuét hién ré rét ké 1 sau khi ding liéu d4u tién va ré nhét 1a sau 1- 2 tudnva
hiéu qué nay dat t&i cta sau 6- B tudin, Trong céc nghién cliu cdtheo ddl dal han,
hiéu qué ciia irbesartan/hydroclorothiazid duge duy tri sudt hon 1 ndm.
- Cic nghién atu dich t& hoc cho thy diéu tr dai han véi hydroclorothiazid
1am gidm nguy co ti'vong va thuong tét do bénh tim mach,
DUGCDONGHOC:
Vige kit hop irbesartan va hydroclorothiazid khéng lam dnh hudng 1&n duge
ddng hocciia cé haithudc
- Irbesartan va hydroclorothiazid 13 nhing thu&c dung duéing uéng va khng
ddi hdi phai chuyén héa dé trd thanh chdt cé hoat tinh. Khi din
irbesartan/hydroclorothiazid bing duéng udng, kha dyng sinh hoc tuyét déi
béng duwdng udng I8n luot la 60 - 80 % do irbesartan va 50 - 80 % do
hydroclerethiazid, Thiic n khdng lam &nh hudng Ién kha dyng sinh hoc clia
thuéc. Néng a9 dinh cda thude dat dugc trong 1,5 - 2 gidy sau diing Guding
udngvdiirbesartan v 1-2,5 givéi hydroclorothiazid.
-Ty Ié gin két clia irbesartan vai protein huy&t tuang |2 90 9%, gan két khong
dang ké vl cac thinh phén t€ bao méu, Thétich phin b clia irbesartan 1453 -
93 |ft. Hydroclorothiazid gan két 68 % vdi protein huyé&t tuong va th&tich phan
bé bidu ki€nla0,83-1,141/kg.
- §J nhimg mutc éu di tr 10 dén 600 mg, tinh chét duge déng hoc clia
irbesartan bidu th] tuyén tinh theo liéu. & miic lidu uéng cao hon 600 mg tinh
chét tuyén tinh theo liéu nay thip di, co ché cda hién tugng nay khdng ro. B9
thanh thai clia todn co thé va d8 thanh thii qua than 14n lugt 1A 157 - 176 v
3,0- 3,5 ml/phat, Thel glan ban hily thal trcudi cing 13 11 - 15 gid. Néng a8
thudc 8n dinh trong huyét tuong dat ditgc sau 3 ngy ké tir sau khi bat ddu
dung lidu d4u tign duy nhat. Tich Iy giti han cda irbesartan (20 %) trong huydt
tuong khidiing céc liéu I3p lai, Trong mét nghlén cliu ndng dé irbesartan trong
huyét tuang & nhang bénh nhén n ¢6 cao hon motchat. Tuy nhién, khéng ¢é
khac biét vé théi gian ban hiy va ty & tich Iy irbesartan. Do d6, khong cin
thiét phai didu chinh lidu & b&nh nhan nix. Dién tich dudi duding cong va C,.
clia Irbesartan cling d61 khi c& cap hon & nhimg ngudi gia (= 65 tudl) so véi
nhiing nguéi tré tudi (18 - 40 tudi). Tuy nhién, thai gian bdn hiy cudi cing
khéng bi &nh huding rd rét do d6 khéng cin thiét phai chinh lidu & ngudi gid.
Thai gian ban hily trung binh trong huyét tuong cda hydroclorothiazid 13 tir
5-15gid.
- Khi diing irbesartan c6 dénh dfu C biing dung udng, 80 - 85 % hoat tinh
phéng xa luu hanh trong huyét tuong cla irbesartan khong thay ddi.
Irbesartan dugc chuyén héa béi gan qua glucurono két hgp v oxy héa. Chat
chuyén héa lifu hanh chinh I3 irbesartan glucurono k&t hgp (gan 6 %). Nghién
cltu in vitre cho thiy irbesartan duge oxy héa chii y&u bdi cytochrom P, men
CYP2C9, chuyén héa qua déng yéu 16 CYP3A4 khong dang ké, Irbesartan va
chit chuyén héa clia né dugc thai trif qua ca hai duding mét va than. Sau khi
ubng irbesartan c6 d4nh ddu “C c6 khoang 20 % hoat tinh phéng xa dugc tim
théy trong nudic tidu va phéin cdn lai trong phéin, C5 duréi 29 liéu diing dirge bai
&t qua nude tiéu 12 Irbesartan dang khang ddl. Hydrodorothlazid khong dugc
chuyén héa nhung nhanh chéng bi thai tr bdi than. C6 it nhat 61 % liéu udng
vao dugc thai trir duéi dang khéng a81 trong vdng 24 gidr. Hydrodorothiazid
qua duge nhau thal nhung khéng vugt qua duge hang rio méu néo va ¢bn
dugc baitidt vao sia me.
- Suythdn: 3 nhitng b&nh nhan b} suy than hodic nhiing bénh nhén dang thim
tach méu, cac théng s8 dugc Iy clia Irbesartan khéng bl anh huéng ding ké,
Irbesartan khéng bj thim phan loai trit. & nhing bénh nhan c6 4 thanh thai
creatinin < 20 ml/phiit, théi gian ban hiy thdi tris clia hydroclorothiazid gia
tang d€n21gid.
- Suy gan: & nhiing b&nh nhan bj xa gan nhe dén trung binh, céc théng s8
dugc Iy ciia irbesartan khéng bi thay ddi ding k& C&c nghién cdu di khéng
thyic hign&nhiing bénh nhan bisuy gan néng.

CHIBINH:
Didutrjting huyét 4p nguyén phét. Dang phai hop liéu cd dinh, chidinh diing
cho cc bénh nhén ting huyéJ ép khéng dugc kiém sodt thda dédng béi timg
ddn chitirbesartanhoac hydroclorothiazid.
LIEU DUNGVA CACHDUNG:
Céich diing: Dung uéng, udng kém v6i thacan hodc khéng.
Liduding:
- Ngudi 1én: Co-Dovel 300 mg/12,5 mg ¢6 thé duge dung cho nhiing bénh
nhén khéng kiém soét dugc huyét 4p bd! irbesartan 300 mg hodc irbesartan/
hydroclorethiazid 150 mg/12,5 mg. Dung 1 1&n duy nhét trong ngay.
Vige phéi hgp Co-Dovel 300 mg/12,5 mg vdi mdt thubc trj ting huyét 4p khac
phaido chidinh clia bacsi.
- Bénh nhén suy th@n: Khéng cn didu chinh liéu & bénh nhén suy thén cb dé
thanh thai creatinin cda théin = 30 ml/phit Thudc khdng duge khuyén diing
chobénh nhén néu dé thanh thai creatinin < 30 ml/phut.
-Bénhnhdn suy gan: Co-Dovel 300 mg/12,5 mg khéng dugc chidinh diing cho
nhiing b&nh nhin suy gan trdm trong. Thiazid nén dugc dung thin trong ddi
vdi nhiing bénh nhin suy chic néng gan. Khdng cén phéi chinh liéu & nhimg
bénh nhan bi suy gan nhevatrung binh.
-Ngui gid: Khéng cén phii chinhiiéu Co-Dovel 300mg/12,5 mg.
-Trderm:Tinh hidu qud va an toan cda Co-Dovel 300 mg/12,5 mg chua dugcxéc
dinh & tré em dudi 18tuéi.
CHONG CHIDINH:
- Qua mén v41 bét ky thanh phin ndo clia thudc hodc véi din chit cla
sulfonamid {hydroclorothiazid |3 métdin ch&t ctia sulfonamid).
- Phu ni cé thai ba thdng gidra va ba thang cudi thai ky.
-Tré em dudi 18 tudi {do chua c6 dliéu hiéu qua va an toan).
- DUng phéi hgp Co-Dovel 300 mg/12,5 mg véi cic thudc ¢6 chia aliskiren
trén b&nh nhan déi théo duding hodc suy than (GFR < 60ml/phiit/1,73m’)
-Cécchéng chidinh lign quan d&n hydroclorothiazid:

+Suythdn ndng (4@ thanh thai creatinin < 30 ml/phiit).

+Ha kali méu khéng trj, ting calci huyét.

+ Suy gan niing, xo gan tic mét vi i mat.
THANTRONG KHIDUNGTHUOGC:
- Bénh nhan gidm thé tich - Ha huyét p: Co-Dovel 300 mg/12,5 mg hiém khi
g4y ha huyét 4p tridu chiing & bé&nh nhin ting huyét 4p khdng c6 y&uté nguy
co khidc ctia ha huyét 4p. Ha huyét &p triéu chiing ¢6 thé s& xdy ra & nhing
bénh nhan gigm thé tich va/hoéc gidm natri do didu trj thudc |gi ti€u manh,
ch&d8 in han ch& mudi, tiéu chdy hodc nén miia. Cac finh trang nay phai dugc
didu tr trude khi bat ddu dung Co-Dovel 300 mg/12,5 mg.
-Hep d6ng machthan -Tang hgg@tégmach méu thin: Tang nguy co ha huyét
Ap nédng va suy thin khi bénh nhin bj hep 46ng mach thén hai bén hodc hep
déng mach than clia mgtthén duy nhét dugc diéu tr| béing thudc tic ché men
chuyén angiotensin hoic cac chat d6i khang thy thé angiotensin-Il. Cac tac
dung nay tuy khéng dudc ghinhan vdi Co-Dovel 300 mg/12,5 mg, nén dy bdo
duge tic dyngtuong ty cothé séxdyra.
- Suy thén va ghép thén: Khi Co-Dovel 300 mg/12,5 mg dugc siidung & nhimg
bénh nhan suy than, khuyé&n cdo theo doi dinh ky ndng do kalj, creatinin va
acid uric huy&t thanh. Khéng c6 kinh nghiém lién quan dén viéc dung
Co-Dovel 300 mg/12,5 mg & b&nh nhén cly ghép thin gén déy. Co-Dovel
300 mg/12,5 mg khdng nén dugc sif dung & bénh nhan suy thzn ndng {(d4
thanh thai creatinin < 30 ml/phat). Tang uré huyé&t lién quan Igi tidu thiazid c6
thé xdy ra & nhiing bénh nhan suy than, Khdng cén diéu chinh liéu & bénh
nhén suy thén cé dé thanh thai creatinin = 30 ml/phadt. Tuy nhién, phé&i hgp
lidu cg dinh nay nén dugc dung than trong & nhimg bénh nhén suI)l than nhe
dén trung binh (46 thanh thai creatinin = 30 ml/phit nhung <60 ml/phat).
- : C6 bding chiing cho
théy vigc st dung d6ng thdi cac thudc e ch& ACE, chen thu thé angiotensin-I|
hoic aliskiren 1am ting nguy cc ha huyét &p, tang kali huyé&t va suy giam chirc
nang thén (bao gém suy thin cdp). Do 46, phong b& kép RAAS théing qua viéc
st dyng k&t hgp cac thude e chE ACE, chen thy thé angiotensin-l hodc
aliskiren khéng dugc khuyé&n cio. Néu lidu phap phong bé kép 14 hoan toan
c4n thiét, can c6 su giam sat clia bac si chuyén khoa va phéi theo déi chat ché
thudng xuyén chdc ndng thin, dign glal vd huyét 4p. Thudc tc ché ACE va
chen thy thé angiotensin-ll khéng nén diing déng thdi & nhiing bénhnhéncd
bénh th&n déithio duding.
-Suy gan: Nén sit dung than trong thiazid & nhiing bénh nhan bi suy gan hodc
bénh gan tién trién, vi sy thay G6i nhé trong cin bing nuidc va dién gidi cd thé
thic ddy hén mé gan. Khéng ¢6 kinh nghiém I&m sang wéi Co-Dovel
300mg/12,5mg &bénhnhansuygan.

-Hepvan déng mach ch( va van hal 14, cotim phl dal tdc nghén: Nhurcéc thuic
gian mach khac, than trong dic biét dugc chidinh & nhiing bénh nhan bj hep
van d8ng mach chi hodcvan haila hoicbénh catim phl dai tc nghén.

- Cuding aldosteren tién phét: Bénh nhan cudng aldosteron tién phat thudng
khéng d3p ung vdi cc thude ha huyét dp tac déng théng qua sy e ché hé
renin-angiotensin. Do 86, khdng nén s&idung Co-Dovel 300 mg/12,5 mg.

-Tac ggng nditiét va chuyén héa: Didu tri vél thiazid c6 thé 13m gidmdung nap
glucose. O nhiing bénh nhin déi thdo dudng, ¢é th& cén idu chinh liéu lugng
insulin hodc thuac ha duting huyét duéing udng. Bai thao duding tiém an c6
thébiéu hién trong khi diéu trivéi thiazid.

Téng ndng dd cholesterol va triglycerld lidn quan véi didu tr] bing thudc Igi
tiéu thiazid, tuy nhién & liéu 12,5 mg chira trong Co-Dovel 300 mg/12,5 mg,
tdc dung nayla khéng cohodcrét ft.

Téng acld uric huy&t ¢4 thé xay ra hoc bénh guit <6 thé trdm trong hon d mét
s6 bénh nhan dugc diéu tribing thiazid.

- Mét can bing dién gidi: Nhu bt ky bénh nhan duoc diéu tri bing thudc lgi
tidu, xac dinh dinh ky cac chat dién gidi trong huyét thanh nén dugc thyc hién
& cac khodng thaigian thich hgp.

Thiazid bao gém hydroclorothiazid, ¢ thé gy ra sy mét can bing djch hodc
chét dién gidi (ha kali huy&t, ha natri huyét va nhiém kiém ha clorid huyét).
D4u higu canh bo sy m&t can bing dich ho3c dién gidi 12 khd miéng, khat
nude, suy nhuge, hdin mé, budn ngu, bén chén, dau co hodc chudt nit, mét
méi cabip, ha huyét 4p, thiu niéu, tim d3p nhanh, r6i loan tiéu héa nhubuén
nénhoécnén.

Mic di ha kall huyét <6 thé tign trién kh si dung céc thudc Igi tiéu thiazid,
diéu trj d6ng thoi vai irbesartan o6 thé lam gidm ha kali huyét do lgi tiéu gay
ra. Nguy co ha kali huyét cao nhét 13 & b&nh nhan xo gan, b&nh nhan ting bai
ni&u nhanh, bénh nhan khéng bu di cAc chit dién gidi va bénh nhan duge
diéu tr] d6ng thai véi corticosteroid hogc ACTH. Ngugc 13i, do thanh phin
irbesartan clia Co-Dovel 300 mg/12,5 mg, ting kali huyét c6 thd xiy ra, dic
biét Ia sy hién dién clia suy thn va/hodc suy tim va bénh d4l thdo dudéing.
Khuyén cdo theo ddi ddy du kali huyét & nhiing bénh nhén c6 nguy co. Thudc
lgi tiéu tiét kiém kali, bd sung kali hosic ché phim mudi thay thé chta kali nén
dugesitdungthdn trong véi Co-Dovel 300 mg/12,5 mg.

Khéng cé bing chiing cho thdy irbesartan s& lam gidm hodic ngén chdn ha
natri huy&t gay ra bailgi tiéu. Thi€u hut clorid thudng nhe va thuang khang
chndiéutri.

Thiazid <6 th& lam gidm théi trf calci nigu v3 gy ting nhe va lién tyc calci
huyét ma khéng <6 cac rdi loan clia sy chuyén héa calci. Tang calci huyét déng
ké c6 thé 13 bing chiing cila cuting cin giap tiém 4n. Nén ngung thiazid tnidc
khilam xét nghlém chiiic néng tuy&n cén gidp.

Thiazid ¢6 thé lam tang sy bai tiét magnesi qua nudk tidu, 6 thé din dén ha
magnesi huy&t.

-Lithi: K& hgp lithi v3 Co-Devel 300 mg/12,5 mg khdng dugckhuy&n cdo.

- Xét nghiém chdng doping: Thanh phén hydroclorethiazid trong thudc nay
cothé gay k&t qua phantich duangtinh trong xét nghiém chdng doping.
-Chung: U nhimg b&nh nhan c6 trugng luc mach mau va chiic ndng than phu
thudic chl y&u vao céc hoat ddng clia hé renin-angiotensin-aldosteron (nhu
bénh nhén bj suy tim sung huyét nér&g hoyc bénh thin tiém in, bao gém hep
ddng mach than), diéu trj bing thuéc dc ché€ men chuyén angiotensin hoac
thudc ddikhing thy thé angiotensin-Il inh hudg dén he théng nay lign quan
véi ha huyét 4p cip, ting ur& huyét, thidu nidu hodc suy thin cip himgip.
Nhu véi bt ky thudc chéng ting huyét 3p nao, ha huyét 4p qué micd nhiing
bé&nh nhin ¢ bénh tim thiéu mAau cuc b& hodc bénh tim mach thi€u mau cuc
bd cé thé din dén nhéiméu cotimhodcddt quy.

Phén tng qud mén vdi hydroclorothiazid cd thé xdy ra & nhiing bénh nhan cé
hoiic khdng c6 tién st di ting hodc hen ph& quan, nhung nhidu kha ning xay
radnhiing bénhnhén cotién sirnhu vy,

S dung céc thudc loi tiéu thiazid lam trim trong hodc kich hoat bénh lupus
ban 84 hé théng 82 dugcbéo cio.

Céc truéing hgp phdn (ng nhay cdm vél &nh séng g3 dugc bée céo véi thubc
lgi tiéu thiazid. Néu phdn tng nhay ¢dm vdi &nh sdng x3y ra trong khi diéu trf,
nén ngimg diéu tri. Néu cin thiét phdi udng lai thudc lgi tiéu, khuyén céo bio
véviing cathéti€pxic vdi snh ning mét trdi hodc tia UVA nhan tao.

-Canthl ng nhin y inh thif phéat: Thudc sulfonamid
hodc cdc dan xudt sulfenamid c6 thé gay ra mdt phan dng dic dng, dan dén
cén th tam th&i va ting nhin &p g6c dng cip. Trong khi hydroclorothiazid I3
mét sulfonamid, chi cac trudng hop riéng 1é clia ting nhih ap géc déng cip
dé dugc b&o cdo cho dén nay vdi hydroclorothiazid. Céc trid¢u chiing bao gém
khdi phit cdp tinh gidm thi luc hodc dau mét va thudng xdy ra trong vong vai
gié¢s dén vai tuéin bit dfu dung thudc. N&u khéng didu tri ting nhin 4p géc
d6ng cap ¢6 thé diin dén mat thi e vinh vién, Viéc diéu tri chd yéu 1a ngung
diing thuéc cang nhanh cang tét. Phuong phép didu triéy t& hodc phéu thujt
ngaycé thé cn dugcxem xét n€unhin &p van khéng ki€m soét duge. Cicy&u
t& nguy cg ti&n trién bénh ting nhén 4p géc d6ng cAp c6 thé gém tién sir di
ungvéi sulfonamid hodc penicillin.

- Lactose: Thudc nay ¢ chia lactose. Nhiing b&nh nhan <6 vin dé di truyén
hiém gip vé& khéng dung nap galactose, thidu Lapp lactase hodic kém h&p thu
glucose-galactose khéng nén ding thudc ndy.

- Thudc cé chifa ta dudc mau Tartrazin lake, Mau Ponceau 4R lake, o6 thé gay
cacphandngdidng.

Phu nircé thai va cho con bi:

*Thdi ky mang thai:

- Cc thuéc d6i khang thy thé angiotensin-l {AlIRA): Khéng nén diing cic
thudc 48 khéng thu thé anglotensin-ll trong ba thing d4u clia thai ky. Chdng
chl dinh diing cac thuéc d6i khang thy thé angiotensin-ll trong ba thdng gida
vh bathdng cufli clia thai kir.

€4c bling chiing dich t& hoc vé nguy co 9y qudl thai sau khi diing thuc (e
ché ACE trong ba théng ddu cta thai ky van chua cd két luan. Tuy nhién, sy
ting nhé trong nguy co khéng thé lcai trir. Macdi khdng c6 diligu dich t& c6
kiém soét g6l vél nguy co clia cac thudc d6i khéng thy th€ anglotensin-l
(AIIRA), nhiing nguy co'tugng ty ciing <6 thé xay ra d8i véi nhém thudc nay,
T khi tiép tuc diéu tri bing AlIRA dugc coi la can thiét, bénh nhan <6 ké
hoach mang thai nén dugc thay d8i sang phuong phap diéu trj chéng ting
huyét 4p khic an todn trong thal Ky mang thal. Khi &4 phét higén ¢6 thal, phdi
ngung diéu trj biing céc AlIRA ngay l4p tic va néu cin thiét, nén bit déu
phuong phép didu trjthay thé.

Sitdung AllRA trong ba thang gilta va bathdng cudithal ky dugcblét A g4y
ra dc tinh thai nhi (gim chdc ndng thén, it nudc i, cham cét hoa sg) va dac
tinh &tré so'sinh {suy than, ha huyét ap, ting kali huyét).

Néu d4 diing cac thusc AlRA tirba théng gitta ciia thal ky, nén siéu sm kiém
trachdc ndngthdn vase.

Tré sasinh c6 me diing cac thudc AlIRA cin dugc quan sét chit chavi ha huyét
ap.
= Hydroclorothiazid: C6 it kinh nghiém ding hydroclorothiazid trong thai ky
mang thai, dic biét la trong ba thang ddu. Cac nghién cdu trén déng vit
khdng diy d0. Hydroclorothiazid di qua nhau thai. Dya trén co ché tic ddng
vé miit duge Iy clia hydroclarothiazid, diing hydroclorothiazid trong ba théng
giifa va ba théng cudi clia thai ky cé thé gay hai sy truyén dich gia nhau thai
va bao thai, c6 thé gay ra nhiing anh hudng trén bio thai va tré sd sinh nhu
viing da, réilean cén b§ng dién gidiva gidm tiéuclu.

Khdng nén ding hydroclorothiazid diéu tri phii trong thai k¥, téing huyét 4p
trong thai ky hoic tién sén gigt do nguy cd lam gidm thé tich huyét tudng va
tinh trang gidm tudéi mau nhau thai, ma khéng c6 tic dung c6 lgi trong qua
trinh diéu tri.

Khong nén ding hydraclerothiazid cho ting huyét dp khi mang thai trir
nhing trudng hop hi€m ma khéng c6 cach diéu trj khac.

W1 Co-Dovel 300 mg/12,5 mg chita hydroclorothiazid nén khéing duge khuyén
céo ding trong ba théng du clia thai ky. Cin chuyén sang phuding phép diéu
tri thay thé& phd hdp trudc khi mang thai.

*Thdi ky cho conba:

- Cac thudc déi khang thy thé angiotensin-11: V1 khéng c6 théng tin vé viéc st
dyng Co-Dovel 300 mg/12,5 mg trong théi glan cho con b, khéng khuyén
cao dung Co-Dovel 300 mg/12,5 mg va thich hgp hon nén ding cac diéu trj
thay thé di duoc thiét 14p t8t hon trong théi ki cho con bu, diic biét trong khi
chotrésasinhhofc tré non théng busia me,

Khéng biét lidu irbesartan hodc chét chuyén hda ctia né ¢é bai tiét trong slia
me haykhéng.

Dil ligu dugc luc hoc/ dbc tinh sin cé & chudt da cho théy irbesartan va cic
chit chuyénhodactané baltigttrong sira,

- Hydroclorothiazid: Hydroclorothiazid dugc bai tiét trong siia me vdi lugng
nhd. Diing thiazid véi liéu cao gy |gi tiu manh cé thé Ge ché tao sia. Vide st
dyng Co-Dovel 300 mg/12,5 mg trong khi cho con bii khang duge khuyén
c¢éo. Néu Co-Dovel 300 mg/12,5 mg dugie sit dung trong thai gian cho con by,
néndung lidu cdng thip cangtdt.

Anh huéng ciia thusc d6i véi cong viéic (ngudi van hanh may méc, dang
1di thu xe, ngudi lam viéctrén cao vacac truding hop khack:

Thén treng duing thudc khi [4i xe hodic vin hanh may méc, ngudi lam vidc irén
€a0 v3 cic trudng hop khéc (cin chi ¥ 13 thinh thodng chéng mit hodc mét 13
cothéxdyratrongthei gian diéutritang huyét &p).

Iﬂgua TAC CUATHUOC VO CACTHUGC VA CACLOAITUONGTAC
C:

-Thudc chéng ting huyét ap khéc: Tac dung chdng ting huyét dp cda Co-Dovel
300 mg/12,5 mg c6 thé ting lén khi str dung d8ng thai cac thudc chdng tan
huy#t &p khéc. An todn khi udng irbesartan va hydroclorothiazid (iéu lé&n dén
300 mg irbesartan/25 mg hydroclorathiazid) véi cic thudc chdng tang huyét
4p khac gém thubc chen k&nh calci va thuéc chen beta-adrenergic. Didu tri
trude vl thudc ol tiéu liéu cao <6 thé din dén gidm thé tich mau v nguy coha
huyét 4p khi bat ¢u didu tri véi irbesartan hoic irbesartan véi thudce igi tiéu
thiazid trir khi gidm thé tich méu da dugc didu tri tru6c d6.

-C4c s4n phdm chia aliskiren hodic thusc (e ché ACE: D ligu thi nghiém 1am
sing cho thiy phong bé kép hé renin-angiotensin-aldosteron (RAAS) théng
qua viéc s dung két hgp cic thubc dc ché ACE, chen thu thé angiotensin-l
hoic aliskiren bj cac tac dung khéng mong muén v&i tén sut cachon nhuha
huyét &p, tiing kall huyét va aiém chiic ndng thén (bac gbm suy thin cdp) so
vdi vigc chi sirdung mot thude tdcdong hé renin-angiotensin-aldosteron.

- Lithi: Tang c6 hdi phuc ndng d6 Iithi trong huy&t thanh va tang doc tinh da
dugc bio cio khi diing ddng thai lithi véi thuSc Gc ché men chuyén
angiotensin, D&n nay, tic 89ng tuong ty rét hiém duge bio clo véiirbesartan.
Ngoai ra, d6 thanh thai lithi & than gidm khi diing cling thiazid nén nguy ca
ngddoc lithi c6thé duge ting [&nvéi Co-Dovel 300 mg/12,5 mg. Do d6,khang
nén kéthgp lithi va Co-Dovel 300 mg/12,5 mg. N&u siikét hgp ia cinthiét, cin
theo déi cAnthdn ndng db lithi huyétthanh.

- Céc thudc dnh hudng dén kali: Tac déng |am mdt kali clia hydroclorothiazid
dugc gidm thifu do tdc déng giif kali cia irbesartan, Tuy nhién, tac déng nay
clia hydroclorothiazid trén kalihuy&t thanh c6 thé ting khi diing phéi hgp cac
thudc khidc gay mét kali va ha kali huyét (nhu thudc Igi tiu bai tiét kali nid¢u
khéc, thu8c nhuan tring, amphetericin, carbenoxolon, natri penicillin G).
Ngugc lal, dya trén kinh nghiém, viéc s& dung céc thudc tc ché hé renin-
angiotensin dng thei véi céc thudc loi tiéu tigt kigm kali, b sung kali, musi
thay thé chua kali hodc cic thudc khédc cé thé [am ting ndng @6 kali huyét
thanh (nhur heparin natri) 6 th& déin dén ting kali huyét thanh, Theo déithich
hep ndng dd kali huy&t thanh &nhimg bénh nhancd nguy coting kali huyét.
-Cdcthudebjdnhhuéng bdi sy rdiloan kali huyétthanh: Khuyén cio theo di
dinh k¥ kali huyét thanh khi Co-Dovel 300 mg/12,5 mg dugc diing véi cic
thudc bi dnh huding béi sy r8l loan kall huyét thanh (nhur digitalis glycosid,
thudc chdng loannhijp).

-Thudc chdn%viem khong steroid: Khi thudc 86i khang thu thé angiotensin-ll
duge diing d8ng thai véi cic thudc chdng viem khang steroid (Uc ché chon
loc COX-2, acid acetylsalicylic (> 3 9/ngay) va céc NSAID khéng chon loq), sy
suy gidm hiéu qua chdng ting huyét ap cothéxdy ra.

Gifing vdi cic thufic Gc ch& men chuyén, s dung déng théi cic thudc d6i
khang thy th& angiotensin-Il va NSAID c6 th& din ¢i&n ting nguy cc 1am suy
gi&m chirc ndng thén, bao g8m suy thén cdp v tang kali huy&t thanh, déc biét
|2 & nhiing bénh nhén bj suy gi&m chic nang thén trudc d6. Nén thén trong
khi diing két hgp, d3c biét 13 & ngud cao tuéi. Bénh nhéin cin du‘gc b musc
ddy ¢ v3 nén theo dai chuc néing than sau khi bt ddu didu trj déng thai va
dinh ky saudo.

- Thdng tin thém vé c4c tuang tic cla irbesartan: Trong cic nghlén cdu 14m
sang, dugc dong hoccla irbesartan khéng bianh hudng bdi hydroclorothiazid.
Irbesartan dugc chuyén héa chi y&u bdi CYP2C9 v mét lugng 1t hon béi sy
glucuronid héa. Khéing o6 tuong tac duge Iy hoc hode duge dgng hoc cd v
nghia khi irbesartan duge ding chung v&i warfarin, mét thude duge chuyén
héa bdi CYP2C9. Téc dung clia thuéc gay cam ting CYP2C9 nhu rifampicin ddi
vdi dugc ding hoc cla irbesartan chua dugc danh gia. Dugc ddng hoc clia
digoxin khdng b| thay d6i khi diing ddng thal vl Irbesartan,

- Théng tin thém vé cic tuang téc clia hydroclorothiazid: Khi diing d6ng théi,
cicthudcsau dﬁzco thé tuang tacvdi cAc thudc I tidu thiazid:

+Rugu:Tang khi nang ha huyétap tuthé cothé xdyra,

+Thudc trj d4i thdo dudng (thudc ubng va insulin): C5 thé cin diéu chinh lidu
clia cacthudc tri ddithdo duéng.

+Nhua colestyraminva colestipel: Su hé;)thu clia hydroclorothiazid bi gidm khi
cd syt hién dién clia cAc loal nhyja trao didl anion. Co-Dovel 300 mg/12,5 mg nén
udng cch it nhat mét gids trudc hodc bén gids sau khi udng céc loai thudc nay.
+CAc corticosteroid, ACTH: Gidm dién gidi, diic biét 13 ha kali huyét c6 thé ting
Ién.

+ Céc digitalis glycosid: Thiazid gay ha kali huyét hoiéc ha magnesi huyét tao
thuén lgi cho subdt duloan nhiptim gAy ra bdi digitalis.

+Thuéc ch8ng viém khéng steroid: USng thuc ch8ngviém khéng steroid c6
thé lam glam Igi tiéu, bal tét natrl nidu va téc dung chéng ting huyét ap clia
cacthudclgitiéu thiazid @mét sd bénh nhan.

+ Céc amin ting huyét 4p (nhu noradrenalin): Tsc dung ciia cdc amin ting
huy&t &p c6 thé gidm, nhung khéng di dé ngénsitdung cic thudc nay,
+Cécthude gidn cd khdng khif cuc (nhutubocurarink: Tée dung clia céc thude
gidn co khéng khircuc o6 thé ting béi hydraclorothiazid.

+Thudc didu tri git: Didu chinh liéu ciia céc thube tri gat c6 thé cn thiétwvi
hydroclorothiazid ¢4 thé 1am téng ndng &b acld urle huyét. C6 thé cén ting
liéu probenecid hojc sulfinpyrazon. Dung déng thai céc thudc Igi tiéu thiazid
c6thé&lam ting t¥ 18 mAccic phan dngqua min vdi allopurinol.

+ Céic musi calel: Thudc lgi tifu thiazid c6 thé 1am ting néng 48 calcl huy&t
thanh do gidm sy thai trlt. N&u phai b8 sung calci hodc diing céc thube tiét
kiém calci (nhv didu trj véi vitamin D), nén theo doi néng dé calci huy&t va
didu chinhliéu calci cho phihgp.

+Carbamazepin: Strdung &8ng th&i carbamazepin vi hydroclorothiazid lién
quan vdi nguy ca ha natri huyét triéu ching. Can theo dai dién gidi khi si
dung d6ng thdi. Néu c6 thé, nén sttdung thudc Igi tidu nhém khac.

+ Céc tuang tac khac Téc dyng ting duding huyét cha cac beta-blocker va
diazoxid ¢4 thé ting bdi thiazid. Cic thudc khédng cholinergic (nhu atropin,
beperiden) c6 thé lam tang sinh kha dung ctia thudc i tidu thiazid bing cich
gidm nhu d6ng da dy ru6t va téc 46 lam réng da day. Thiazid c6 thé lam ting
téc dyng khdng mong mudn géy ra bél amantadin, Thlazid c6 thé lam glam sy
bi tiét qua thén cla céc thudc gy déc té bio (nhu cyclophosphamid,
methotrexat)va ting tacdung (rc ché tily clia ching.
TACDUNGKHONGMONG MUOGN (ADR):

- Céc thc dyng khéng mong muén thu&ng g&p nht 12 chéng mit (5,6 %), mét
mai (4,9 %), budn ndn/nén (1,8 %) va di tiéu bt thudng (1,4 %). Ngodira, ting
uré huyét (BUN) (2,3 %), creatin kinase (1,7 %) va creatinin {1,1%) ciing thudng
dugcquan st thdy trong cacthirnghiém.

-Bing té6m tit cicphidn (ingkhdng mong muén:

TO HUONG DAN S DYNG THUSC CHO BENH NHAN

RX THUGC BAN THEO DON

Co-Dovel®:wmgi25mg

& Docky huéng din st dung trudckhi ding.

o Déxatimtaytrdom.

® Thudc ndy chiding theo dom cliabéicsi.

* Thdng b&o ngay cho béc sl holic dugc si nhimg téc dung khéng mong
mudn gip phal khi sit dung thude.

. Hiygll‘.l'hl t&hwéng diin sirdung; ban cé thé cén phil doclai.

» Thudc ndy chl dugc ké don cho ban. Khdng dua thudc chongudi khécvl
thudc ﬁl;&y ©6 thé khdng 8t cho hg ngay ca khi hg cé tridu chiing giéng
nhucdaban.

THANH PHAN, HAM LUQNG CUATHUGC:

M&ivién nén bao phim chita

- Irbesartan. 300mg
- Hydraclorothiazid 12,5mg
- Ta dugc: Lactose, Microcrystallin cellulose PH101, Starch 1500, Polyethylen
glycol 6000, Hydroxypropyl methylcellulose 6cP, Natri croscarmellose,
Magnesi stearat, Colloidal silicon dioxid A200, Hydroxypropyl methylcellulose
15cP, Talc, Titan dioxld, Mau Tartrazin lake, Mau Ponceau 4R lake.
MOTASANPHAM:

Dangbao ché: Vién nén bae phim.

Hinh thie:Vién nén bao phim, hinh bau duc, mau hdng nhat, haimit 16/, canh
vathanh vién lanhlan. Nhan thuéc bén trong mautring.

QUY CACHDBGNG GOI:

Hp 2vix 14vién, hdp 10vix 14vién,

Chai 100 vién,

THUGC DUNG CHO BENH GI?

Diéu tr] ting huyét 4p nguyén phat. Dang phdi hqg liéu cé dinh, chidinhdung
cho céc bénh nhén ting h 4p khéng dugc ki#m sodt théa déng bdi timg
don chtirbesartan hodc hydraciorothlazid,
NENDUNGTHUSCNAYNHUTHENAOVA LIEULUQNG?

Dudng diing: Budn, u6ma1.

Cachdiing: Diing udng, ungkémvéithlicin hockhéng.

Liéuding:

- Ngu fén: Co-Dovel 300 mg/12,5 mg <6 thé duge ding cho nhing bénh
nhan khéng kiém sodt dugc huyét 4p bdf irbesartan 300 mg hoéc irbesartan/
hydroclorothiazid 150 mg/12,5 mg.Duing 1 14n duy nhdt trong ngay.

Vige phsi hgp Co-Davel 300 mg/12,5 mg vé1 mdt thudc tri ting huyét 4p khéc
phéidochidinhctiabacst,

- Bénh nhén suy thdn: Khong cdn diéu chinh liéu & bénh nhan suy thén cd d&
thanh thai creatinin ca than > 30 ml/phut. ThuSc khdng duge khuyén diing
cho bénhnhiin néu ddthanh thil creatinin < 30 mi/phat,

-Bénh nhdn suygan: Co-Dovel 300 mg/12,5 mg khdng dugcchidinh ding cho

Chusarb
tdn sudt

{*) Tn sufft tic dung khéng mong mudn dugc dinh nghia nhusau: Rt thuding
gép (ADR = 1/10), thuding gép (1/100 < ADR < 1/10), it g3p {1/1000 < ADR <
1/100), hi€m gap (1710000 = ADR < 1/1000), rét hi€ém gap (ADR < 1/10000),
chuia r6 tén sudt (khdng dugc udic tinh trd ifligu c6 sin).

NEN TRANH DUNG NHONG THUSC HOAC THUC PHAM Gl KHI DANG SUf
DUNGTHUGCNAY?

Thl_l‘;c phéim: Thiic n va 48 uéng khéng 6 Anh hudng d&n tic dung cla
thuéc.

Ding cacthudckhic:

-Théng tin véi bicsi danh sich t&t ci cicthude ma ban dangsidung.
- Thuég: chdng ting huyét &p khic: Tic dung chdng ting huyét 4p cla
Co-Dovel 300 mg/12,5 mg c6 thé ting |&n khi st dung déng thai cac thusc
chéng tdng huyét 4p khac. An toan khi udng irbesartan va hydroclorothiazid
{liéu 1&n dé€n 300 mg irbesartan/25 mg hydroclorothiazld) véi céc thudc
chéng téng huyét &p khéc gdm thudc chen kénh calci va thudc chen beta-
adrenergic. Didu tri trudc véi thudc |gi tiéu lidu cao ¢6 the din dén gidm thé
tich méu va nguy cd ha huyét ap khi bit ddu diéu tri véi irbesartan hodc
Irbesa étan vl thudc Igi t1&u thlazid trit khi glam th& tich méu &3 dugce diéu tr]
trudc dé.

- Cac san phdm chia aliskiren hodic thu8c te ch& ACE: Dt ligu thirnghiém lam
sang cho thiy phong bé kép hé renin-anglatensin-aldosteron (RAAS) théng
qua viée st dyng k&t hgp cie thube de ché ACE, chen thy thé angiotensindl
hoécaliskiren bi céc téc dung khdng mong mudn véi tin sust cao han nhu ha
huygt ap, ting kali huyét vaagiém chiic néng than (bao gém suy than c&p) so
vdl vigcchl stfdyung mét thudctécddng hé renin-angletensin-aldosteron.

- Lithi: Ting 6 héi phuc ndng d9 lithi trong huyét thanh va tang d9c tinh da
duge bdo cio khi ding dgng théi lithi véi thudc dc ché men chuyén
angiotensin. Dén nay, tic dong tuong tyrét hiém dugc bae cio véirbesartan,
Ngoai ra, d¢ thanh thai lithi & thdn giam khi ding cling thiazid nén nguy co
ngbdoclithi cothé dugc ting én véi Co-Dovel 300 mg/12,5 mg. Do dé, khéng
nén kéthé_?: lithi va Co-Dovel 300 mg/12,5 mg. N&u sukét hop [ cin thiét, cdn
theo dél cén than ndng dé lith huyét thanh,

- Cac thudc anh hudng dén kali: Tac ddng lam mét kali cda hydroclorothiazid
#ugc gidm thiéu do tdc ddng gil kali ciia irbesartan. Tuy nhién, téc d8ng nay
clia hydroclorothiazid trén kali huy&t thanh cé thé téing khi dling phéi hap cic
thudc khéc gay mat kali va ha kali huy&t (nhu thudc Igi tiu bai tiét kali niéu
khéc, thuSc nhudn trang, amphotericin, carbenoxolon, natri penicillin G).
Nguge lai, dya trén kinh nghiém, viée st dung cic thube e ch& hé renin-
angiotensin &éng thet vé&1 céc thudc kol tiu tiét kigm Kall, bd sung kall, mudi
thay thé chua kali hoac céc thudc khac cé thé lam ting ndng d¢ kali huyét
thanh {nhu heparin natri) c6 th€ diin @én t3ng kali huy&t thanh. Theo déi thich
hgp néng d6 kali huy&t thanh & nhiing b&nh nhin ¢ nguy coting kali huy&t.
-Céc thudebij dnh hudng bdi sy réi loankali huyét thanh: Khuyén céo theo dbi
dinh k%kali huyét thanh khi Co-Dovel 300 mg/12,5 mg dudc ding v&i cac
thudc bj dnh huéng bdi sy réi loan kali huyét thanh (nhu digitalis glycosid,
thuéc chdngloan nhip).

-Thuéc ché’n%viém khéng steroid: Khi thudcdéi khang thu thé angiotensin-Il
dugc dung ddng théfi véi cac thudc chéng viém khdng steroid (dc ché chon
loc COX-2, acid acetylsalicylic (> 3 g/ngay) va cdc NSAID khdng chon loc), sy

Tamthén,

Trimcam, réi loangl&engdl, ‘

Caccoquan Tén suft (%) Céc phan ing khdn nhiing bénh nhan suy gan trdm trong. Thiazid nén dugc diing thin trong d6i > h
4 ll’nong m?nfn 9 v&1 nhing b&nh nhén suy chife ning gan. Khang cdn phai chinh lidu § nhimg sqyglém h'éu qué chd'ng tanghuyétapcothéxdyra. 3
bénhnhan bi suygan nhe va trung binh. Gi8ng vdi cac thudc e ché men chuyén, s dung d8ng thai cac thube d8i
Cac két quid xét Thudng gdp | Tang uré huyét (BUN), creatinin - Nqudi id'thx <8n phai chinh lidu Co-Dovel 300 m: /12,5m khéng thy thé angictensin-ll va NSAID c6 thé din dén ting nguy cof [am suy
nghiém. va creatin kinase. B Trg em?Tn:]h hiéﬂ qué‘\’ra an toan ctia Co-Dovel 300 r?'lgll 25 g;g chufa didc glam chifc néng thn, bao gém suy than cdp va tang kall huyét thanh, d§c biét
. - : |a & nhimg bénh nhan bi suy gidm chdc nang than trudc d6. Nén théan trong
It gdp Glam kall v natri huy&tthanh. xacdinh drtré em dudt 18 tudl. khi ding két hop, dac bigt I3 & naudi cao tudi. Banh nhan cin dudc b nirt
T — Ludn ludn phai ding thudc ddng nhw béc si da chi dinh. Néu ban khéng chic dﬁl m.‘"ga & g?' Hcél Ihﬂc a"g thl cao "'k'l_'“ b';t dg ;Ié r: Iddc thgl ;
m. fegdp Eﬁf:h 2?|nhu)'ét ép, nhip tim da m.'mg‘:,a hay héi chié béc nglé tucsﬂgungthuﬁctheoﬁdﬂng chldinh cia bé; dir?h k)‘!\sral.?dg €0 d6l chiic ndng thén sau u diéu trl dong thal v;
;- Phu. sTngay ca khi ban cim théy t5t han, Néu ban diing thuSc qua sém, ban c6 th Théng tin the . . . -
- = Y A - g tin th&m vé cic tuong téc cda irbesartan: Trong céc nghién ciu 1Am
Héthénkinh. Thudng gdp_| Chong mat oy o cAd véibacsinéu ban cAm thdythubc c8técdung aud | - gang,duioe danghoc ciairbesartan khoing b anh huding baf hydroclorothiazid,
fradp Chéng mitkhi ding day. KHI NAG KHONG NEN DUNGTHUGC NAY? Irbesartan duge chuyén hda chil yéu bal CYP2C9 vl médt lugng It hon bl sy
Chuare Nhacdu Néu ban: glucuronid héa. Khéng <6 tuong téc duoc lyc hoc hodc dugc dgng hoc cb ¥
tdn sudt i - Qua min véi bét ky thanh phén ndo ciia thuc holic véi din chét coa nghia khi irbesartan duoc diing chung véi warfarin, mét thude ducc chuyén
THinR o h — sulforiamid (hydroclorathiazidFa mot dan chat clia sulfonamid). héa b1 CYP2C9. Thc dung clla thudc gay cdm (ing CYP2C9 nhu rifamplcin i
inhglac. tﬁan g Utai. -Phy nifcé thai ba thang giita va ba thang cudi thai ky. véi dugic dong hoc cuad_lrbe.sarlan chua dugc danh gié. Dugc dgng hoc cla
u ~Traem dué1 18 tudl {do chua 6 dir (18U hl&u qué va an toan), digoxinkhngbithay 38ikhiding ding thd véi rbesartan, )
H& hap, ngycva Chuars Ho. - Diing phéi hop Co-Dovel 300 mg/12,5 mg véi céc thude cé chia aliskiren -Théng tin thém vé céc tuong téc clia hydroclorothiazid: Khi diing déng thai,
trung thit. tén sudt purle: P il Ealiui A cécthudc sau day cé th& tuang tac vdl cacthude Il tidu thiazid;
trén banh nhan dai thao duding hodc suy than (GFR < 60 ml/phdt/1,73 m?} + Rudu: Tanakha nang ha huygt 4o bt o6 thé x
Da day- rudt. Thudng gdp | Budnndn/nén. - Cdcchéng chi dinhlién quan dén hydroclerothiazid: +Th g taf'gé. th;‘ag?m,a ;}:ﬂgg & ‘:,;"’. el' )y?é thé cin didu chinh lié
= = +Suythén n&ng (#d thanh thal creatinin < 30 mU/phat). uocin gal thao Cuiing tnlGe udng va insuling: n dieuchinhficu
Itgdp Tiduchdy. +Hakall méu khéng tri, tang calci huyét, ciiacécthuéctrl déithiodudng. . o .
Chuaro Khotiéa, loan vigic +Suygannang,xd gan'té CMAtVa i mat. +Nhyfa colestyramin va ool_estnpol:SyrhE pthu cia hydroclerothiazid bj gidm khi
tdn sufft R TACDUNGKHONGMONGMUON: cishiénditn cla ‘;f loai 32;-‘:;';“& ianion. Co-Dovel 300 mor1 22 "‘%;‘e"
— — i - uBng cAch ft nh&t mat gies tr cb8n gidr sau khi using céc loai thudc ndy.
Thanvatiétnieu. | Thubnggdp | Ditiéubétthudng. pivk S che thute E'n‘é‘.;é?b'éﬂﬁh22‘;3%’3559?.?:&?.“‘ oAy ra céc thc +Chc corticosteroid, ACTH; idm g gid i bietla hakal huyek o thé ing
Chuaré Chiic nang thén suy gidm bao gdm éng bic scsihod inhing ta o 5 en e ) )
1éin sudt truding hgm suy t agn don dgcd & ;gogigfﬁ?sgﬁ::;&fﬂh“c dugesTnhiing tac dyng khong mong mudn + Céc digitalis glycosid: Thiazid g4y ha kali huy&t hosc ha magnesi huyét tao
nhiiing b&nh nhancé nguy cd. N.é}l?l téc dung khéng mong mudn ndo tré nén nghiém trang hodc n€u ban th.rl;‘a"'s'g' C}-,hsowt?gtdé#éo“ nh!pg.mgAyr;bgidlﬁgalis._ em kho idcs
- - phiét hién tac dyung khéng mong mudn chua dugedé cap trong t& hudng dan + Thubechdng viem khdng steroid: Udng thude chong viem khong steroi
Co xuang khép va Tt gdp Phutdrchi. nay, hiy bdo cio cho bac STctia ban biét. thé Iaméglém Igi ti€u, bai ti€t natri nitu va tic dung chéng ting huyét &p cla
molign ket. Chua ré Bau khép, dau co. - CActc dung khéng mong mudn thudmg gép nhét1a chéng mét (5,6 %), mét iéé;rcmanﬁll: itgn;tll::f;élgg;“(gths::g?awr‘::;.in)- Téc dung clia céc amin ting
tdn sudt mdi (4.9 %), budn nén/ndn (1,8 %) va di tidu bt thudmg (1,4 %). Ngoi ra, ting huvétdncé théaiam nhuna khéng d d& naan st duna cicthudena
Chuyén héa va dinh Chuar Tangkalihuyét. uré huyét (BUN) (2,3 %), creatin kinase (1,7 %) va creatinin (1,1%) cing thuding +léyéec th‘:Jdc iigm khén Ehﬁ‘ cu:g(nhkrtubgocuraﬁr:l)‘%c dun cﬂac‘gc thuc
dudng. tdn sudt dugcquansét thiy trong céc thinghi¢m. gian co khong khil yic o th& tang bl hydroclorothiazid,
Mach mau. Tt gdp Mat db bung. - Bing tém tit céc phiin ing khéng mong muéin: ;'-Thuélc d’lérl.: tri gt’n: B':Zul chinh liéu dcﬂa ;éc th;ﬁc trihgl.';té =] théhcéénathié‘t vi
= - Céc co quan Tén suft (*) Céc phan (ng khén: roclorothiazid c6 thé lam ting ndng &6 acid uric huyét. C6 thé cén ting
Cc réi loan chung. Thugnggdp | Métmdi, 9 =1ong mﬂﬁn 9 2(,“ l::érfabe n ::Id hcl;e{xc sé ulﬁgpyﬁamn. Dt‘.mgéI déang vtc';i ﬂI"céc thudf Ioi tiéu thiazid
Chua o Cac truong h han o 3 thé lam tdngty 1& mac cacphan dng quaman vdi allopurinol.
Hemiéndich. tén sur;t macn :,hl:‘g h&"‘,’“gch" hétg lc’]aun Céic két qué xét Thutng gdp | Tang uré huyét (BUN), creatinin + Cac mudi calci: Thudc Igi tiéu thiazid c6 thé lam ting ndng d6 calci huyét
[ ach, p 4 nghiém va creatin kinase. : ; " i .
néimé day. g ' : thanh do gidm sy théi trir. Néu phai bé sung calci hodc dung cac thudc tigt
T Yangd ftgdp Giam kaliva natri huyétthanh. kiém calci {nhu diéu trj v41 vitamin D), nén theo déi nng 4% calci huy#t va
Gan- mét. todp ngda. z = — — diéu chinhligucald cho phithgp.
Chuars Vigm gan, chic ning gan bt Tim, ftgdp Ngdt, ha huyét ép, nhip tim + Carbamazepin: Sit dung @8ng thdi carbamazepin va hydroclorothiazid lién
tinsudt | thudng. nhanh, phi. quan ;gl nguy ccéha ga:‘ré hléyét tgeu chr:'m X ICén étheﬁ :éikﬂgn gidi khi sir
" | 7 3y Hath4nkinh. Thudng gdip | Chéng mat. ung déng thei. NEu cé thé, nén sidung thuéc gitiéu nhém khac.
::"'Jé tf:‘ﬁvr:ig sinh sinva Itgdp gg: ::’;; g‘fg&é‘:ﬁ ;':2 duc thay 7 tankin T gi'gap he 9 ?t hidinada + Cac tuang tic khdc: Tée dyng ting dudng huyét clia cdc beta-blocker va
u 99p eng mat khi dung day. diazoxid c6 thé tiing béi thiazid. Cic thuic khdng cholinergic (nhu atropin,
-Théng tin tic dung khéng mong mudn céc thanhphdn riéng [&: Chuaré Nhircddu. beperiden) ¢ thé lam téng sinh kha dung clia thudc g1 tiéu thiazid bing céch
téin sudft giér‘ri\ nhu kt::;ng daday ruétt! vatdc dggm réng dda dihy.Thi:zid cr?glhé IAn}l ting
Chc cd quan Tén sufit (*) | C&c phidn dng khéng mong mudn Utai tacdung khéng mong mudn gay ra b&iamantadin. Thiazid c6 thé |am gidm su
i hl | 3 | P il i 9 Thinhgiac. %ﬂg Utai. bal tiét qua thin cla céc thutic gy ddc 1€ bao (nhu cyclophosphamid,
cdyng khéng mong mudn dugcbéo céo khi ding irbesartan riéng - methotrexat) va ting tdc dung Uc ché thy chaching.
L) Hé hdp, nguc va Chuard | Ho. CANLAMGIKHI M&rl.ﬁu QUENKHONG DUNGTHUSCT
Ccr6lloanchung. | frgdp | Daungyc. trung thét. tn sudt 5 ﬁiééu Iguan trgngldi ban g!‘\léleutidng thur:')_cdﬁglg liéu dﬁl:lrg‘;_ nf'\‘tgba’c ;Il'édi :i‘rgdinh
A roie b " [ " 1 Da day- rugt. Thuén, Budnndn/ndn, U ban quen ubng meot lieu dung, hay uong ngay kKhi nhd ra. Neu thoi gian
*Técdung khéng mong mudn dug khiding hy 2 day- rudt i 99¢p gén vdi l4n ding thudc tiép theo, b qua liéu &5 quén va hiy ding Iiéu tiép
rigng|l tgdp Tiduchay. theovao thaf gian thuding 12, Khdng dung liéu gip d8i 66 bl vio liéuda quén,
Cickéftquixétnghigm. | Chuard | Mét cén bing dign gidi (bao g8m ha Chuaré | Khétiéu,loanvigisc. CANBAOQUANTHUOC NAY NHU THENAOT
t8n sudt kz-)lid huyér: \;zt,hdaé nar::;i hlut‘m ), Eng tdn sudt Béo&éntkub’crédikr;\é,nrgéi d@g’l'.:éﬁ 30°€.1E]rénhénhsdéng. ALE
acid uric huyét, déi thao dudng, ting PP Thudn Bitifu b&tthudng, NHUNG DAUHIEUVA TRIEU CHUNG KHIDUNGTHUGC QUA LIEU?
dudmg huyé, ting cholesterol va Than va it niéu. 99dp | Ol & Trigu ching va biéu hidn khisifdyng thudc qu lidu:
triglycerid. Chuard Chiicnéing thin suy gidm bao gdm - Nhiing bidu hién c6 thé dugc nghi 13 do qué lidu irbesartan 13 ha huyét &p va
Tim. Chimard | Rdiloan nhiptim. tdnsudt | Tudng hop suy than don doc & timd3p nhanh, nhip tim chdmcling c6théxdyra.
tdn sudt T nhiing bénh nhan co nguy co. ; Qué Iié; hyldrocl?‘rothiazig biéu hriién b?ng mét chét disn gi.’:;a iam kali
- — —— uyét, gidm clorua huyét, gidm natri huygt) va sumat nuéc do subai nigu qua
;‘e rl:ao méu v& mién ghuh ';t T:'aléu mél; bgtl‘l,sérgtsuy E“gm;‘“g' Cda ngall(‘g: khép va frgap Phitiichi. mifc. Cacddu higu va tridu chiing thuding gap nhat ciia qué liéu | budn nén va
ich. nsullt | glo bach CAu/mét bach cau oot mélién Chuarg | Daukhop, dauco. ngiga. Ha kall huy&t c5thé din dén co it covi/hedc lAm ndng hon loan nhip
;Ié;trlvé‘u‘::;:n mau, giam bach cau, tdn sudt tihm néu kft hop vigc diing céc glycosid digitalis hodic cic thudc chéng logn
. Chuyén héa va dinh Chuard Téng kali huyét. nhip nao dé.
Héthén kinh. t%""“?t ggmgdmét, dl cam, chodng véng, dua"ﬁ. tdn sudt ° vét cAN :I"’:AILAMGLKI-II DUNGTHUGC QUA LIEUKHUYEN cAo?
n su nchon. Céchxirtriqud lidu:
Thigisc NRIn m& tam thai, chimg thay sic Mach méu. frodp Mt do biing. - Né&u ban hay bét ky ai khac (nhu tré em) u6ng qué nhiéuvién thudc, hay gip
o D T B e e T T R
gécdéng clp th phét. Hemiéndich Chuarg | Cac trudng hep phan tng qua : ;
- - £ ich. X técthubcva duge dng hocb#t thudng dngudsi bénh.
msi{ﬁn ngycvatrung 1%':,";_, g;t S“}; h?\ﬁhi)ip {bao g&m viém phdi va tdn sudt "‘g"-" gt&u phil mach, phét ban, - Khéng ¢6 théng tin cy thé vé a.é'u tri khi sir dung qué liéu Co-Dovel
- Phuphoi). noimeday. 300 mg/12,5 mg. Bénh nhén nén dugc gidm sét chit ché, nén didu trj tridu
Daday-rudt. Chuard | Viém tuy, chén an, tiéu chéy, tdo bon, Gan- mat. ftgép Vangda. ching va naing dd. D& nghi xtr trf bao g8m gy nén va/hoiic ria da day. Than
tdn sudit | kich ting da day, viém tuyén nuidc bot, Chuaro Viém gan, chiic ndng gan bat hoat céthé duge sirdung trong diéu tri qué liéu. CAc chit dién gidi va creatinin
mét cdm giéc ngon migng. tdnsudt | thuomg. huyét thanh nén dugrc theo dai thuding xuyén. N&u ha huyét &p xay ra, bénh
Thanva tidtnidu, Chuaré |Viém than k& r6i loan chdc néng - - - nhan nén dugc dit &tuthé ndm ngdia, nhanh chéng bl nudc va dién gidi.
) tdnsuft |than. j reytéhdr:jg sinh sén va ftgap gg! Ean chu§ 'ﬁnﬁ cti]nh duc, thay - Irbesartan khang loai 5tn‘r b&i sy thdm tach mau. Mdac 80 thai tr
= uyén v, i ham mudn tin| C. h | hiazi isyth h hikh 3
Davamodudida. Chuars | Phaniing phanvé, hoai trthugng b1 _ Rl NG DI AN THAN oG K DONGTIUO: NAY:
thnsudt | nhiém dc viém mach hogi i (viem “Thongtin thcdyng khong mong mugin cécthanh phénriéng é: - Bénh nhén gidm thé tich - Ha huyé &p: Co-Dovel 300 mg/12,5 mg hiém khi
T e | da), céc Ciccgquan | Tin sufit (*) | Céc phin dng khdng mong mugn géyhe huyetﬁp;ri%sgﬂnﬂ ﬂll\ié;lél;r;hﬁtn_teéng huyétip khong x;; yeutsnguy
| 5 y c cia ha huy&t &p. Ha huy&t 4p tridu ching c & xAy ra & nhing
« téhphifacua be"'r" lupus b;" g': § *Tic dung khéng mong musn dugc béo cso khidiing irbesartan riéng bénh nhan gl3m thé tich va/hoic gidm natri do didu trl thuéc g ti€u manh,
a, n ayd mv4i énh sang, phit ban, &, ché d6 an han ché mudi, tiéu chy hodc ndn mita. Céc tinh trang nay phai dugc
ndimay day. Cicrfiloanchung. | figdp |Paungyc. diéu tri trudckhi bit d4u dung Co-Dovel 300 mg/12,5 mg.
Coxugngkhdpvamd | Chuard | Yé&ucd,chudtrit - — i dacbéo cao ki dine hvdrod — - Hep déng mach than - Tang huyét &p mach mauthén: Tang nguy co ha huyét
lién két. tdn sudit Técdung mudn duy khi dimg hy thiazid p nang va suy than khi bénh nhan bi hep ddng mach than hai bén hodc hep
Mach méu. Chuard | Hahuyétaptuthé, ridng &, ___ _ _ @éng mach than ciia mét than duy nhét ducc didu tri biing thubc Gic ch€ men
tdn sudt : Cickétquixétnghiém. | Chuarg | Mt cin bing dién gidi (bao g6m ha chuyén angiotensin hodc cac chit d6i khang thy thé angiotensin-Il, C4c téc
Cécréiloanchung Chirarg | S6t. tdnsudt | kali huyét va ha natri huyét), ting dung nay tuy khéng dugc ghinhén véi Co-Dovel 300 mg/12,5 mg, nén dy'bdo
. g 1dn sudt acid uric huyét, ddi théo duding, ting dugctic dung tuong tucé thé séxdyra.
dudng huyét, ting cholesterol va - Suy thanva ghép than: Khi Co-Dovel 300 mg/12,5 mg dugcsirdungdnhiing
Gan-mét, Chuard | Vangda(ving da mjttrong gan). triglycerid. bénh nhan suy than, khuyén cso theo déi dinh ky néng @6 kall, creatinin va
tdn sudit Tim. Chuard | RGiloannhiptim. acid uric huyét thanh. Khéng cé kinh nghiém lién quan d&n viéc ding
Tamthdn Chidars | Trdmcam, iBiloangicngt tdn sudt Co-Dovel 300 mg/12,5 mg & b&nh nhén c8y ghép than gén day. Co-Dovel
) 1dn sudt ’ ) Hé ta0 mau va mién | Chuaré |Thi€u méu bat san, suy tly xuon 300 mg/12,5 mg khong nén duac sl dung bénh nhan suy than nang (do
dich tinsudt | gidm bach chu/mdt chh yc.‘!u ha% thanh thai creatinin < 30 m/phut). Tang uré huyétlién quan Igi tidu thiazid &
{* Ténsu&t tée dung khéng mong mudn dugce dinh nghiia nhusau: Ritthudng : thi€u mau tan méu, gidm bach cdu, ﬂ;‘eaxéy a ganhuéng:g:h :h:'é‘.’“y than. Kha‘:,"g s ',T'e.l‘.‘ ':h"r“!'é"e" &!’ﬁ"h
g3p (ADR = 1/10), thuding g3p (1/100 < ADR < 1/10}, ft gap (171000 < ADR < gidmtiduciu. j nhan suy than cé d thanh thai creatinin > 30 mi/phit. Tuy nhign, phéi hop
1/100), hifm gip (1710000 < ADR < 1/1000}, rét hifm gip (ADR < 1/10000), - - I1éu c6 dinh nay nén duckc diing than treng & nhing bénh nhan suy thin nhe
chira rbtén sugt khdng duge uéctinh tird(rliducé san), Héthdn kinh. Chuaré Chénﬁ mat, di cdm, chodng vang, dé&n trung binh {d¢ thanh thai creatinin = 30 ml/phat nhung < 60 ml/phait).
QUALIEUVA CACHX! -mfc ) ) tdn sudt | bénchdn. - ;ung béﬁ‘ kép hé rﬁenin—angiotens?—aldus‘gamn (RAAS): C6 bgng chimg cho
Triu ching va biéu hidn khisiidung thuScqué lidu: IgiAC. Nhin md tam thoi, ching thay sac thiyviée sirdung déng thai cac thuc dic chE ACE, chen thy théangiotensin-ll
R bid e cothé o nahi o aus 18 rbesartan 4 ho huyet ipva Thigiéc vang, can thi cip va tang nhan 4p | | hodcaliskren!am téing nguy coha huyét ap.ing kall huyet va suy giam chic
timdap nhanf, nhip tim cham cling c6 thé xéy ra gécdéng cfp thiphit. i e Wt o che b e e ACE, chenthu ThE angiotenainl hote
- Qué liéu hydrociorothiazid bigu hién bing mét chit dién gidi {gidm kali H& h3p, ngucva trun, Chtraré | Suy ho hdp (bao gém viém phéi va : ¥ 3 . A g
huy&t, gidm clorua huyét, gidm natr! huy&t) va ssrmét nuéc do sifbai niéu qua tht. Prngy 9 tdn sudt ph¥1 |:zh6|).p g P allskiren khéng dugc khuyén céo, N&u lidu phép phong bé kép Ia hoan toan
L . ; e ¥ cén thi€t, ¢dn d sy gidm sat chia béc sTchuyén khoa va phéi theo ddi chit ché
muc.Cicdau hidu va triéu chiing thuémg gép nhit ciia qua liéula budn ndnva Dady Chuard |Viém tuy, chan &n, fiu chay, t40 bon thudn Pconang than. dian aidi o3 huvét 4o, Thusic tie ché ACE va
ol oyl cihddinden ot canoscamngng ooy | g ol sy | | ung e S g e e i 4 i e e e
:Ihmip“:?:jok:tts.hqp viéc diing céc glycosid digitalis hodc cic thudc chéng loan métcim glscngon miéng, bénhthan dsi th'ég pt “"’;f': e o
Cachxirtrl qué léu: Thanva tiétniéu. Chuaré | Viém thgn k& rGi logn chic nang - Suy gar:Nén st dyng than trong thiazid $nhing bgnh nhan bi suy gan hodic
- Khéing céqtht‘)ng tin cu thé vé diéu tri khi sif dung qué liéu Co-Dovel ¢ ¥ ténsudt | than. bénh gan ti&n trién, vi sy thay 48i nhé treng can bgang nudcva dign gidi c6 thé
300 mg/12,5 mg. Bénh nhan nén dugc gidm st chit ché, nén didu tri tridu Davamé dudida. Chttard | Phdn tng phén v&, hoai tdrthugng bl tahogc dﬁzhsbn "&%ég a':| " I:(ahbng €6 kinh nghigm [2m sng V61 Co-Dovel
ching va néing d6. £& nghl x{trf bao gém gdy nén va/hoic rifa da day. Than : tdnsudt | nhitm déc, viém mach hoai i (viem - Hegmvg;ndbr:ng?nachr::hgvﬂ::mgialg. cotim phl dai tc nghén: Nhucéc thuc
hoat 6 thé dude sit dung trong didu tr] qué ii€u. Cac chit dién gidiva creatinin mach, viém mach méu dudi da), cac i h khac, than t dicbietd 1l dinh & nhding banh nhan bi h
huyét thanh nén dugc theo doi thuding xuyén. N&u ha huy&t ap xdy ra, bénh phan ting gifng lupus ban dé 3 da, g “d""a( ':3, ha: rong ?\C'Iﬁ\ Wgt s .“t. "h‘dg_ﬁél‘l f;‘é nbihep
nhén nén dugc dit értuth&ndm ngiia, nhanh chéng bl nuécva dign gidi. sy t&i phat clia banh lupus ban dd & ‘_’2’:[6'5"9 I:':i‘act chu ‘_géc \;‘ar; Ba‘l b "ﬁf ésa o 'Irg F;tl al t.f ngh'?ih i
- Irbesartan khang loai trif bdi sy thim tach mdu. Mdc d thai trir da, nhay cam véi &nh sang, phit ban, o O et henhul"l{éﬂc prily il ol v
hydraclorathiazid bi sy'tham tach mau thikhangro. n&imayday. )ng dap ting vai cac thubc ha huyet ap tac fong thong qua sy Lic che he
PIEU KIENBAO QUAN; Noikha, nhiétdd dvdi 30°C, trdnhdnh sang, — renin-angiotensin. Do dé, khéng nén sitdung Co-Dovel 300 mo/12,5 mg.
Q nhictdo °G g Coxuong khopvamé | Chua ;
HAN DUNG CUATHUGKC: 36 théng kétirngay sinxuat. =g xudng khdp va m 6 | Yéuco,chudtrit. -Técdung néitiétva chuyén héa: Bigutri véithiazid ¢ thé lam gidmdung nap
- lién k&t tén sudt glucose. % nhiing b&nh nhén d4i thio duding, c6 thé cdn diéu chinh lidulugng
CO'SESAN XUAT: Mach mau, ChUQIS | Hahuyétap tuthd, Insulin hoic thuBc ha dudng huyét dudng uéng. Dél théo duding tidm &n cb
mngm:ﬁm&gxlulrN“APmKUYFDgMEsch% " 1dn sudt thébiég hiégtrol\;lgl khi mélu tr]vdilthiazié:li i i bin thutic
BDia chi; 58 66, Quéc 14 30, Phuttng My Phd, Thanh phé Cao Lanh, rymy P = Tang ndng d6 cholesterol va triglycerid lién quan véi diéu tri bdng thubc Igi
TinhDéng Thap Cacréiloanchung. g,u;,'a% sét. t1éu thlazid, tuy nhién & lidu 12,5 mg chuia trong Co-Dovel 300 mg/12,5 mg,
pommsco  Dlénthoal:0277.3851950 técdung nay [akhéng cdhodcrdt t. L
NGAY XEM XET SUA D61, CAP NHAT LAI NOI DUNG HUGNG DAN sU/ Gan-mét. Chuard | Vangda(vangda fméattrong gan). Tang acid uric huyét c6 thé xdy ra hosic bénh git c6 thé trém trong hon &mét
DUNGTHUOC:22/02/2018. e tén sudt 58 bénh nhan dugc didu trj bing thiazid.

- : Nhu bét ki b&nh nhan duge diéu tr] bing thudc ol
tiéu,éc dinh dinh ki céc chét dién giai trong huyétthanh nén dugc thyc hién
&cackhoadng thdi gian thich hdp.

Thiazid bao gém hydroclorothiazid, ¢6 thé géy ra sy mét can bang dich hedc
chét dién giai (ha kali huyét, ha natri huyét va nhiém kiém ha clorid huyét).
D&u hiéu canh béo su mét can bing dich hodc dién gidi 13 khd miéng, khat
nudc, suy nhugc, htn mé, bubn ng, bdn chdn, dau <o hoic chudt rit, mét
mal cobap, ha huy&t 4p, thidu nid¢u, tim d3p nhanh, ril loan tléu héanhu budn
nén hodcnén.

Mac dit ha kali huyét c6 thé tién trién khi st dung cac thusc Ioi tidu thiazid,
dldu trj d6ng the véi Irbesartan ¢4 th& 1am glam ha kall huy&t do Igi tidu gay
ra. Nguy co ha kali huyét cao nhét [a & b&nh nhin xo gan, bénh nhan ting bai
niéu nhanh, b&nh nhan khang bil 44 céc chét dién gidi va bénh nhén ducc
didu trj déng thei vai corticosteroid hosic ACTH. Nguok lai, do thanh phén
irbesartan clia Co-Dovel 300 mg/12,5 mg, téing kali huy&t cé th& xdy ra, déic
biét 12 sy hién dign clia suy than vashodc suy tim va bénh déi thdo dudng.
Khuyén céo theo déi ddy di kali huyét & nhiing bénh nhan c6 nguy €a. Thui
Igi ti€utiét kiém kall, bS sung kall hojc ché phgm mudi thay thé chida kall nén
dudcsirdung thantrong vdiCo-Dovel 300 mg/12,5mg.

Khéng 6 bang chiing cho thdy irbesartan sé lam giam hodc ngén chin ha
natrl huy&t gy ra bal Igi tidu. Thigu hyt clorld thudng nhe va thudng khéng
cindiutrj.

Thiazid <6 thé lam giim thai tris calei niéu vA gdy ting nhe va lién tuc calci
huy&t ma khéng ¢6 c4c 18l loan clia syt chuyén héa calel, Téng calcl huyét d4ng
ké co thé Ia biing chimg cla cuéng cén giap tiém dn. Nén ngung thiazid truéc
khi lam xét nghiém chic nang tuyén cin giap.

Thiazid c& thé lam ting sy bai ti€ magnes! qua nudc tidu, cé thé din ¢&n ha
magnasi huyét,

- Lithi: Kéthgp lithi va Co-Dovel 300 mg/12,5 mg khdng dugc khuyén céo.

- Xét nghiém chéng doping: Thanh phén hydroclorothiazid trong thuéc nay
c6th&géy két qui phén tich duong tinh trong xétnghiém chéng dopling.

- Chung: O nhitng bénh nhén cé truong luc mach mdu va chiic ndng than phu
thudc chi y&u vio cac hoat d6ng cGa hé renin-angiotensin-aldosteron (nhu
bénh nhan b] suy tim sung huyét ning hodc b&nh thgn tiém n, bao gdm hep
ddng mach thin), diéu trj bing thudc Gc ch& men chuyén angiotensin hodc
thudc ddi khéng thu thé angiotensin-Il anh hudng dén hathéng nazlién quan
v6i ha huyét ap cdp, ting uré huyét, thiéu niéu hoacsuy thén cip hiém gap.
Nhuvéi bt ky thudc chdng ting huyét 4p ndo, ha huy&t 4p qua muic & nhiing
bénh nhén cé bénh tim thifu mau cyc bd hodic bénh tim mach thiéu mau cyc
bécé thédin dén nhimau catim hedc ddtquy.

Phén ung qué mén véi hydroclorothiazid ¢6 tlr:é xdy ra &nhiing bénh nhén ¢
hoic khong cé tién sit dj dng hodic hen phé quén, nhung nhiéu kha nang xiy
radnhing bénh nhan co tién stnhuvay.

Sirdyung céc thudc Igi tiu thiazid 13m trdm trong hodc kich hoat bénh lupus
bandé héthéng da dugcbdo céo.

Céc truéng hop phan dng nhay cdm véi anh séng da dugc béo cdo vdi thubec
Igi tiéu thiazid. N&u phan ing nhay cdm vdi anh sang xdy ra trong khi diéu tri,
nén ngiing didu trj. Néu cin thi& phal udng lai thudc 1ol tiéu, khuy&n cso bio
vé viing co th&ti&p xic v6i dnh ndng mit trdi hodctia UVAnhén tac.

- Cén thi c8p va tang nhan ap g6¢ d6nq cp tinh thir phét: Thudc sulfonamid
hodc cic dgn xufft sulfonamid cé thé gy ra mét phan (ng dic (ng, din d&n
can thj tam thdi va téing nhan 4p g6c déng cip. Trong khi hydroclorothiazid la
mét sulfonamid, chl cac trudng hgp riéng |& cdia ting nhén ap géc déng cip
da duge bao cao cho dén nay véi hydroclorothiazid. Cac trigu chiing bao gém
khi phéat c3p tinh gldm thi iyc hoc dau mét va thudng xdy ra trong vang vai
gidr dén vai tudn bat ddu ding thudc. Néu khdng diéu trj ting nhan dp géc
d6ng cp c6 thé ddn d€n mat thi luc vinh vidn. Vige diéu tri chi y&u 13 ngung
diing thuc cing nhanh cang tét. Phuong phap diéu tr?té hodc phiu thugt
ngay 6 th&cin dugcxemxétn&u nhén dp vin khang kiém soat dugc. Cicyéu
3 nguy ca tién trién bénh tang nhan ap goc dong cdp c6 thé gdm tién sir dj
ing v&i sulfonamid hodc penicillin.

- Lactase: Thuéc nay <6 chifa lactose. Nhiing bénh nhan <6 van dé di truyén
hiém gdip vé khéng dung nap galactose, thiéu Lapp lactase hodic kém hdp thu
glucose-galactose khdng nénding thuBc nay.

- Thu8c ¢6 chifa t dugc mau Tartrazin lake, Mau Ponceau 4R lake, ¢6 thé gdy
céc phén dng ditng.

Phuniicé thal va cho conbii:

Théng b4ovél bécsinéubandangmangthalhaycho conbi.
*Theikymangthal:

- Céc thudc d6i khing thy thé angiotensin-ll (AlIRA): Khdng nén ding cac
thudc d6i khéng thu thé angiotensin-ll trong ba th4ng d4u cila thai ky. Chéng
chldinh diing cAc thudic déikhiang thy thé anglotensin-l treng bathing gitra
v bathéng cudicdathai ky.

Cic biing ching dich t& hoc vé nguy co géy quai thai sau khi dung thudc uc
ché ACE trong ba thang ddu ctia thai ky vAn chua c6 két lugn. Tuy nhién, sy
t4ng nhdtrong nguy co khéng th&loai trit. Mic di khdng c6 dii lidu dich t& ¢
kiém soét déi véi nguy co clia cdc thudc d6 khdng thu thé angiotensin-ll
(AlIRA}, nhifng nguy cd tuong tu cang c6 thé xiy ra d&i vai nhém thuéc nay,
Trit khi tiép tyc diéu tri bing AlIRA dugc col 12 cin thiét, bénh nhén c6 ké
hoach mang thai nén dugc thay déi sang phuang phap diéu trj chdng ting
huyét &p khéc an toan trong thai ky mang thai. Khi 45 phét hién c6 thai, phéi
ngung diéu tri bing céc AlIRA ngay I8p tdc va néu cén thiét, nén bit adu
phuong phépdiéutrithay thé.

SUrdung AlIRA trong ba théng giira va ba théng cudi thai ky duoc biét 1a gay
ra d9c tinh thai nhi (gidm chic nding than, it nudc &i, chim cét héa so) va déc
tinh &tré sosinh (suy than, ha huy&t &p, téng kalihuyét).

Néu dé dung céc thudc AllRA tir ba thdng gida clia thai ki, nén siéu dm kiém
trachicnang thinvase.

Tré sasinh cé me diing céc thude AlIRA cn dugie quan sit chit ché vi ha huyst

ap.
- Hydroclorothiazid: C6 it kinh nghiém ding hydroclorathiazid trong théi ky
mang thal, d3c biét I3 trong ba thang d4u. Cic nghién ciu trén ddng vit
khéng diy di. Hydroclorothiazid di qua nhau thai. Dya trén co ché tic ddng
vé& mat duoc ly cla hydroclorothiazid, dung hydroclorothiazid trong ba thang
giliava ba thang cufi ciia thal ky c6 thé gy hai sy truyén dich gifa nhau thai
va bio thai, ¢6 thé gy ra nhiing anh hudmg trén bao thai va tré so sinh nhu
vangda, rdi loan cin bang dién gidi va gidmtidu ciu.

Khong nén dung hydroclorothiazid diéu trj phi trong thai ky, ting huyét &p
trang thal ky hodc tién sin gi4t do nguy co lam gidm thé tich huyét tuong va
tinh trang gi&m tudi mdu nhau thai, ma khéng b téc dung o Igi trong qud
trinh diéutri.

Khéng nén diing hydroclorathiazid cho ting huy&t dp kh! mang thal trit
nhiingtrudng hop hiém makhéng cécéch didu trjkhéc.

Vi Co-Dovel 300 mg/12,5 mg chira hydroclorothiazid nén khdng dugc khuyén
céio dilng trong ba théng @4u clia thal ky, Cdn chuyén sang phuong phap diéu
tr] thay thé phi hgp trudc khl mang thal.

*Theiky choconbi:

- Céc thudc @i khang thu thé angiotensin-Ii: Vi khéng o6 thong tin vé viéc sit
dung Co-Dovel 300 mg/12,5 mg trong thdi gian cho con b, khéng khuy&n
céo diing Co-Dovel 300 mg/12,5 mg vé thich hgp hon nén diing cac didu tr
thay thé da duoc thiét 1dp tdt hon trong thdi ki cho con bu, déc biét trong khi
chotré so'sinh hodctré non thing bi siame.

Khéng biét lidu irbesartan hoic chét chuyén héa ciia né cé bai tiét trong sifa
mehaykhdng.

Di liéu dugc Iyc hoc/ ddc tinh sdn cé & chudt da cho théy irbesartan va cic
ch&tchuy&n héa ciia né baitiét trong sita.

- Hydroclerothiazid; Hydroclerothlazid dugc bai tiét trong stia me vél lugng
nhé. Dung thiazid véi [i&u cao gdy I9i tidu manh ¢b thé de ch& tao sfa. Vide st
dung Co-Dovel 300 mg/12,5 mg trong khi cho con ba khéng duge khuyén
cdo. Néu Co-Dovel 300 mg/12,5 mg dugc st dung trong thei gian che cen b,
néndiing lléu cang thp cang tét.

Anh hurding clia thuéc 46i vé1 cbng vide (ngudd vin hanh méy méc, dang
Il thu xe, ngudi lam vidc trén cao va cdc truding hgp khéc):

Thén trong duing thudic khi 14 xe hodc van hanh mdy méc, ngudi lam vige trén
cao va cAc trudng hop khéc (c&n chia y 13 thinh thodng chéng mit hodic mét 1a
c6 thé&xdy ratrong thei gian didutriting huyét ap).

KHINAO CANTHAMVAN BACSTHOAC DUGCSI?

T& hudng diin sit dung néu tém tit céc théng tin quan trong ciia thufic.
Néu cin thém théngtin, xin héi § kién bicsihodcdugcs.
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