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TG HUGNG DAN SU DUNG THUSC CHO CAN BO Y TE

RX THUGC BANTHEC BON

Co-Dovel® s mg125mg

¢ Docky hudng dansitdung trudckhidiing.

¢ Déxatimtaytréem.

¢ Théng béo ngay cho béc sThoac dugc sinhiing tac dung khéng mong
mudn gap phai khi sirdung thudc.

THANHPHAN:

M&iviénnén chua:

-Itbesartan 150mg

-Hydroclorothiazid 12,5mg

-Tadugc Tinh bét mi, Lactose, Microcrystallin cellulose PH101, Polyethylen
glycol 6000, Povidon K80, Natri croscarmellose, Magnesi stearat, Colleidal
silicon dioxid A200, Mau Sicovit red, Mau Sunset yellow E110.
DANGBAO CHE: Vién nén.

QUY CACHBONGGOI:

HOp 1vix 14 vién, hép 2 vix 14 vién, hop 10vix 14 vién.

DUGCLYCHOC:

Nhom dugcly: Thudcdsi khang thuthé angiotensin-Il, két hop.

Ma ATC: CO9D AC4.

-Co-Dovel 150mg/12,5mg |2 kéthgp cia mét déi khang thy thé angiotensin-Il,
irbesartan va thubc Igi tiéu ho thiazid Ia hydroclorothiazid. Sy két hop cla cac
thanh phan nay tao ra hiéu qué chéng tang huyét ap, [am gidm huyét dp Gmot
mic 36 t6t hon so véi khi ding riéng letiing thanh phan.

- Irbesartan |a mét thubc dung dudng udng c6 tac dung ddi khang chon loc
trén thu 1he angiotensin-I| (phan nhém At ). Diéu nay sé giap chen nhu
mon muon toan bo tac déng cla angiotensin-llquatrung glanthu thé& AT,
bét ké nguodn géc hoac dudng téng hop cda angiotensin-Il. DS khang chpn
loc thy thé ciia angiotensin-Il {AT.} 1am téng renin huyét tuong va néng d6
angiotensin-Il, 1am gidm néng d6 aldosteron huyél tuong. Néng d8 kali
trong huyét thanh khéng bj &nh hudng mét cach c6 ¥ nghia bdi irbesartan
véi liéu khuyen cao trén nhimg bénh nhan khong c6nguy comét can bang
dién giai. Irbesartan khong uc ché men chuyen (k\nase |} 1a men tao ra
anglotenswn Il va la men tac dong |&n sy thoai g\ang cda bradykinin thanh
cac chdt chuyén hoa bét hoat. Irbesartan khéng cén phai chuyén thanh cac
chat chuyén hoa dé ¢ tac déngnay.

-Hydroclorothiazid Iamotthuoc Igitiéuhothiazid. Cochéchéngtang huyet
ap'cianhoém loitiéu thiazid khéng dugc biét 1o, Th\azwdtacdong tréncoché
tai hapthu dién g\a\ tai éngthan, lam langtr\.rcl\ep sythaitrirchanatrivaclo
VGi 56 lugng gan tucng duong nhau. Tac dong cla hydmdorolh\azwd lam
gi&m thé tich huyét tuong, ting hoat tinh renin huyét tu’Ung,iang bai tiét
aldosteron kéo theo lam tang mét kali va bicarbonat, larm gidm kali huyét
tudng Théng qua tac dong chen hé théng renin-angiotensin-aldostercn
cdairbesartan ma co |é sé gitp khac phuc viecmat kali khi dung két hop voi
hydmdomthlazwd Khidang hydmdoroth\amd tac dung |gi tiéu khai phat
trong vdng 2 gic va tac ddng dat muc cao nhat trong vong 4 gic va kéo dai
gan6-12gi6.

- Diing liéu duy nhat trong ngay 150 mg irkesartan va 12,5 mg hydroclorothiazid
lam gidam huyét ap tam thu/tam truong trung binh day (24 gio sau dung
thubc} 3 12,9/6,9 mmHg & nhing bénh nhan téng huyét dp nhe dén trung
binh. Hiéu qua nay dat dinh trong 3 - 6 gio. Khi danh gia hiéu quathéng qua
viéc theo doi huyét ap lién tuc 24 gid, viéc két hop irbesartan 150 mg va
hydroclorethiazid 12,5 mg ding métlan/ngay lam gidm hang dinh huyét ap
sutt 24 gigval viecgidm huyétaptam thu/tam truong 24 gio so véi gia dugc
|4 15,8/10,0 mmHg. Ngudi ta nhan thﬁy tac dong lén huyét ap 24 gis nay
khéng kemvai hign tuong ha huyet apqua muc & mucdinh va hing dinhvé
murc an toan va hiéu qua ha huyet ap khi ding liéu mot |&n cach khoéng
nhau. G nhing bénh nhan ma huyet ap khéng duoc kiém soat mot cach
thich {mg chivéi hydm(lorolh\azwd viec két hop thém irbesartan gidp lam
gidmthém huyé&t ap tam thu/tam truong so v6i gid duoc trung binh 13 11,1/
7,2mmHg.

-Tac dong |am ha huyet &p cla irbesartan khikét hcip voi hydrodoroth\amd
|axuthién ré rét ké tursau khi dung liéu ddu tién va o nhat lasau 1-2 tudn
vahiéuqua naydattow dasau 6 -8 tudn. Trong cac nghién cdu cé theo doi dai
han, hiéu qua cda irbesartan/hydroclorcthiazid dugc duy trl suét hon 1
nam.

- Cacnghién cdtu dich t& hoc cho thay diéu tri dai han voi hydroclorothiazid
lam gidm nguy co trvong va thuengtatdo bénhtim mach.
DUGCHONGHOC:

Viéc két hop irbesartan va hydroclorothiazid khéng lam dnh hudng |én duoc
déng hoccliacahaithusc

- Irbesartan va hydroclorothiazid la nhing thudc dung dueng udng va
khéng doi héi phai chuyén hoa dé tré thanh chét c6 hoat tih. Khi dung
irbesartan/hydroclorothiazid bang duéng udng, kha dung sinh hoc tuyét
d6i bing dusng udng 1&n luot |a 60 - 80 % do irbesartan va 50 - 80 % do
hydroclorothiazid. Thucan khéng lam anh hudng lénkha dung sinh hoc clia
thuﬁc. Néng dd dinh clia thudc dat dugc trong 1,5 - 2 gid sau dung duding
udng vm irbesartanva 1-2,5 giovai hydvodoroth\amd
-Tyle gan két clia \rbesartan véiprotein huyet tuong 1290 %,gan két khong
dang ké voi cac thanh phéan te bao mau. Thé tich phén b8 cla irbesartan [a
53-93it. Hydrocloroth\azwd gan ket 68% voi protein huyét tuong vathétich
phanbdébiéukiénla0,83-1,141/kg.

- & nhimg muc liéu di tu 10 dén 600 mg, thh chal dugc dong hoc clia
irbesartan biéuthi luyenhnhtheoheu &'murc liduudng cac hon 600 mgtmh
chét tuyén tinhtheo lidu nay thép di, co ché clia hign tuong nay khéng16. 96
thanh thai cliatoan cothé va do thanh thai qua than [an Iugt 1a 157 - 176 va
3,0- 3,5 ml/phit. Thoi gian ban huythaltru’tum (ung [311-15gi0. Néng d¢
thubc 6n dinh trong huyét tuong dat dugc sau 3 ngay ké tir sau khi bat d&u
dung lidu ddu tién duy nhét. Tich \uy gi¢ han cla irbesartan (20 %) trong
huyét tuong khi dung cac liéu lap lai. Trong mot nghién cdu néng do
irbesartan trong huyét tuong & nhing bénh nhan nit ¢ cac hon mét chit.
Tuy nhién, khong c6 khac biét vé thoi gian ban hayvatyletich iy irbesartan.
Do d6, khéng can thiét phai diéu chinh liéu & bénh nhan nir Dién tich dusi
duéng congvaC,,, chairbesartan cing déikhicé cao hon & nhiingngudigia
(= 65 tudi} so v&i nhimg ngudi tré tudi (18 - 40 tudi}. Tuy nhién, théi gian ban
hay cudi ciing khang b anh hudng 1 rét, do d6 khing can thiét phaichinh
liBu & nguoi gia. Thei gian ban hay trung binh trong huyét tuong clia
hydroc\oroth\azwd\atUS 15gio.
-Khidung irbesartan co danh dau "Cbéng dudng uéng, 80 - 85 % hoat tmh
phiéng xa luu hanh trong huyét tuong la cla irbesartan khong lhay asi.
Irbesartan dugc chuyén hoa bdi gan qua glucureno két hgp vaoxy héa. Chét
chuyén héa luu hanh chinh |4 irbesartan glucuronoc két hop {gén 6 %).
Nghién cuuin vitro cho théy irbesartan duoc oxy héa chliyéu bdicytochrom
P men CYP2C9, chuyen hoa qua déng yéu t6 CYP3A4 khéng dang ké.
Irbesartan va chat chuyén héa clian6 dugc thai lrugua ca hai duong mat va
than. Sau khi udng irbesartan c6 danh ddu C c6 khodng 20 % hoat tinh
phéng xa du’U(tlmthaytmng nuGe tidu va phan cdnlai trong phan. C6 dudi
2% liéu dung duoc bai tiét qua nuoc tiéu la irbesartan dang khéng déi.
Hydroc\oroth\azwd khong dugc chuyen hoéa nhung nhanh chéng b thai tri
boi than. C6 it nhat 61 % lidu udng vao dugc thai trr dudi dang kheng déi
trong vong 24 gio. Hydmdorothlazwd qua dugc nhau thal nhung khéng
vuot qua dugc hAng rao mau ndova cdn duoc bai tiét vao stiame.
- Suy than: G nhung bénh nhan bi suy than hoac nhing bénh nhan dang
tham tach mau, cac théng sé dugc Iy cla irbesartan khong bi anh hudng
dang ké. Irbesartan khéng bj tham phan lcai tri. ¢ nhing bénh nhan co dé
thanh thai creatinin < 20 ml/phat, théi gian béan huy thal tror cda
hydroclorothiazid giating dén 21 gio.
- Suy gan: O nhimg bénh nhan bi xo gan nhe dén trung binh, cac théng sé
duocly cla irbesartan khong bi thay d61 dang ké. Cacnghién cdu da khong
dugcthichién dnhiing bénhnhan b suy ganning.
CHID NH:
-Pidutrtang huyét apnguyén phat.
- Bénh nhan téng huyét ap khéng dugc kiém soat théa dang bdi timg don
chét irbesartan hoac hydrodoroth\azwd
LIEU DUNGVACACH DUNG:
Cach dung: Ding udng, cé thé uéng vao bira an hodc khi déi.
Lidudung: Ding 114n duy nhéattrong ngay
- Nguoi fon: Co-Dovel 150 mg/12,5 mg c6 thé dugc dung cho nhimg bénh
nhan téng huyét &p khéng duge kim soét théa dang bdi timg don chét
hydroclorothiazid hoac irbesartan.
- Biéu chinh liéu tay thubc vao tung thanh phéan riéng |€ (irbesartan va
hydroclorothiazid).
- Viec phéi hop Co-Dovel 150 mg/12,5 mg véi mot thudc tri ting huyét ap
khacphaidochidinhclabacsi.
- Tiét giam thé tich noi mach: Trudc khi ding Co-Dovel 150 mg/12,5 mg can
diéu chinhviécgidm thé tich va/hodic gidm natrindi mach.
- Bénh nhan suy than: Knong cn diéu chinh [iéu & bénh nhan suy than co do
thanh thai creatinin clia than =30ml/phut. Thuc khéng duoc khuyén dung
chobénhnhannéudéthanh thai creatinin <30 ml/phut.
- Bénh nhdn suy gan: Co-Dovel 150 mg/12,5 mg khoéng dugc chi dinh ding
cho nhiing bénh nhan suy gan trdm treng. Thiazid nén dugc ding than
trong déi v6i nhimg bénh nhén suy chirc néng gan. Khéng cén phai chinh
[iéudnhling bénh nhén bisuygannhevatrungbinh.
-Nguvigia: Khéng cén pha'\ chinhliéu Co-Dovel 150mg/12,5 mg.
- Tréem:Tinh hiéu qua va an toan cla Co-Dovel 150 mg/12,5 mg chua dugc
xa(dlnhdtreem dudi18tudi.
CHONG CHIDINH‘
- Qua man véi bat ky thanh phén nao cla thudc hoac voi dén chat clia
sulfonamid (hydroclorothiazid 1a mot dén chét ca sulfonamid).
-Phunircé thai va chocon b,
-Tré em duéi 181uéi (do chua cé diliéu hidu qué va antoan).
-Cacchéngchi dinhlién quan dén hydroclorothiazid:

+Suythannang (@6 thanh thai creatinin < 30 ml/phdt).

+Hakali huyét tro, tang calci huyét.

+5uy gannéng, xo gan tc mat va rmat.

+ Bénh gout, tang acid uric huyét, chimg vé nigu, bénh Addison, ching
tang calcihuyét.
THANTRONG KHIDUNGTHUOC:
-Bénhnhén g\amlhehch Ha huyei ap: Co-Dovel 150 mg/12 5mg h\em khi
géy ha huyét ap triéu chung & bénh nhan ting huyét ap khéng o6 yeu 6
nguy co khac cda ha huyét ap. Ha huyét ap trigu chimg c6 thé s& xdy ra &
nhing kénhnhan g\amthetlch va/hoac giam natri do diéu tri thusc i tidu
manh, ché d6 &n han ché mudi, tiéu chdy hogc nén mia. Cactinh trang nay
phéidugcdiéutritrudc khibat ddu diing Co-Dovel 150mg/12,5 mg.
- Hep d6ng mach than - Tang huyét 4p mach méau than: Tang nguy co ha
huyét ap nang va suy than khi bénh nhan bi hep déng mach than hai bén
hoac hep déng mach than cliamét than duy nhat dugc didu tr] bing thudc
wcchémen (huyen angiotensin hoac cac chit d6i khang thuthé angiotensin
Il. Cactac dungnay tuy khéng dugc ghinhanvéi Co-Dovel 150 mg/12,5 mg,
nén dubaodudctacdungtuongtucothesexay ra.
- Suy than va ghép than: Khi Co-Dovel 150 mg/12,5 mg dugc stf dung & nhing
bénh nhan suy than, khuyén cao theo doi dinh ki néng d kali, ceatinin vaacid
uric huyéﬂhanh. Khéng & k'\nh nghiém lién 1quan dénviécdung Co-Dovel 150
mg/12,5 g & bénh nhan (ay ghép than gén day. Co-Dovel 150 mg/12,5 mg
khéng nén duoc st dung & bénh nhan suy than néng (88 thanh thai creatinin
< 30 ml/phut). Tang uré huyet lien quan 101 tiéu thiazid ¢ thé xay ra & nhung
bénh nhan suy than. Khéng can diéu chinh iéu & bénh nhan suy than c6 @6
thanh thai creatinin > 30 ml7phut. Tuy nhién, két hop [iéu ¢6 dinh nay nén duoc
dung than trong & nhing bénh nhén suy than nhe dén trung binh {d6 thanh
théi creatinin = 30 ml/phut nhung < 60mi/pht).
- Phong bé kép hé renin-angiotensin-aldosteron (RAAS): C6 béng chiing
cho thay viéc si dung déng thoi cac thudc dc ché ACE chen thy thé
angictensin |l hodcaliskiren [am tang nguy coha huyét &p, ting kali huyét va
suy gidm chiic nang than {bac gém suy than cdp). Do d6, phong bé kép

RAAS thong qua viéc sif dung két hop cac thudc uc ché ACE, chen thy thé
angictensin || hoac aliskiren khéng dugc khuyén cao. Néu ligu phap phong
bEkép 1 hoan toan can thiét, cdn co sy gidm sat ca bac sichuyén khoa va
phaitheo déi chit ché thudng xuyén chic néng théan, dién giai va huyét ap.
Thuéc Uc ché ACE va chen thu thé angictensin I khéng nén dung déng thoi
dnhlng bénhnhan c6 bénh than dai lhaodudng

- Suy gan: Nen sir dung than trong thiazid & nhu’ng bénhnhan b suy gan
hodcbénh gan tién trién, vi Su’ihay d8inhbtrong can bing nuscva dien giai
6 thé thic day han meé gan. Khang o6 kinh nghiém lam sang véi Co-Dovel
150mg/12,5 mg &bénhnhansuy gan.

- Hep van déng mach chi va van hai la. cotim phi dai tdc nghén: Nhw cac
thudc gian mach khac, than trong ddc biét dugce chi dinh & nhimg bénh
nhan bl hep van déng mach cha hodc van hai l& hodcbénh cotim phi daitic
nghén.

- Cuong aldosteron tién phéat: Bénh nhan cuong aldosteron tién phat thuong
khong dap ting v&i cacthudc ha huyet ap tac dong théng qua su tic ché hé
renin-i angloiensm Do dé, khong nén su’dung Co-Dovel 150mg/1 2,5mg.
-Tac dung né|tiét va chuyén héa: Diéu tri vl thiazid c6 thé lam gidm dung
nap glucose. 0 nhang bénhnhan dai thaodu’dng,cothecan diéu chinh liéu
\\.rcing insulin hoac thudc ha dudng huyét duénguéng. Dai thao duengtiém
&n (olheb\eu hién trong khi digu tr v&i thiazid.

Tang néng do cholesterol va trig \ycend lien quan v6i diéu trj béng thudc g
tiéu thiazld, tuy nhién & [1éu 12,5 mg chia trong Co-Dovel 150 m@/12,5 mg,
tacdung nay la khong c6hodcratit.

Tang acid uric huyét cé thé xay ra hodc bénh gout c6 thé trém trong hon &
mdtsébénhnhan dudtd\eulnbanglh\azwd

- MAt cAn bing dién gidi Nhu bt ky bénh nhan duoc diéu tri bang thudclogi
ti€u, xac dinh dinh ky cac chat dién giai trong huyét thanh nén dugc thuc
h\en #cackhodng thoigianthich hop.

Thiazid bao gém hydroclorothiazid, c6thé gayra su mét can bang dich hoac
chét dién giai(ha kali huyél, hanatri huyét vanhiém kiém ha clorua huyét).
Dau hiéu canh béao sy mdt can bang dich hodc dién giai [a kné miéng, khat
nusc, suy nhuoc, hon mé, buén ngl, bén chén, dau co  hodc chudt rdt, mét
mbi o bip, ha huyet ap,thleu niéu, tim dap nhanh réi loan tiéu héa nhu
budnnénheacnen,

M3c di ha kali huyei c6 thé tién trién khi sir dung cac thudc lgi tiéu thiazid,
didu tri déng thei véi irbesartan cé thélam giam ha kali huyét doloitidu gay
ra. Nguy coha kali huyét caonhét la 8 bénh nhan xagan, bénh nhan tang bai
niéunhanh, bénh nhan khéng bl dd cac chat dién giai va bénh nhan dugc
didu tr] d8ng thai voi corticosteroid hodc ACTH. Ngugc lai, do thanh phéan
irbesartan clia Co-Dovel 150 mg/12,5 mg, tang kali huyét 6 thé xay ra, dac
biét la su hién dién clia suy than va/hoic suy tim va bénh dai thdo dusng.
Khuyen céo theo doi ddy dd kali huyét thanh & nhing ‘banh nhan c6 nguy
co. Thudc 0i tiéu tiét kiém kali, b6 sung kali hoac ché pham mudi thay thé
chifa kali nén dugc strdung than treng véi Co-Dovel 1 50mg/’| 25my.

Khéng cé bang chung cholhay irbesartan sé& lam gidm hodc ngan chan ha
natr\ huyet géy rabdi lgi tiéu. Thiéu hut clorid thudng nhe vathusng khéng
candiéutri.

Thiazid cé thé lam giam thai tri ca\cw nigu va géy tang nhe va lién tyc calci
huyel thanh ma khéng cé cac réi loan cla sy (huyen hoa calci. Tang calci
huyét dang ké ¢ thélabing ching ciacueng can g\apt\em an.Nénngung
thiazid trudc khilam xét ngh\em chiicnéng tuyén can giap.

Thiazid c6thé lam tang su bai tiét magnesi qua nudc tiéu, cé thé dén dén ha
magnesi huyét.

- Lithi: K&t hop lithiva Co-Dovel 150mg/12,5 mg khéng dugc khuyén cac.

- Xét nghiém chéng doping: Thanh phan hydroclorothiazid trong thuBcnay
c6thégay kétquéphantich duongtinh trong xét nghiém chéng doping.

- Chung: G nhung bénh nhan c6 trucng lue mach mau va chuc néng than
phu thuéc chi yéu vao cac hoat dong cla hé renin-angiotensin- a\dosteron
{nhu bénh nhan bj suy tim sung huyet nang hodc bénh thén tiém dn, bao
gbm hep ddng mach than), didu'tr bang thubc dc ché men chuyen
angiotensin hodc thude ddi khang thu ‘thé& angiotensin || dnh huéng dén he
théng nay [1én quan véi ha huyét &p cap, tang uré huyét, thidu niéu hodcsuy
than cdp hiémgap.

Nhu vai bét ky thusc chéng téng huyét ap nao, ha huyét &p qua muc &
nhimg bénh nhan c6 bénh tim thiEuméau cucbd hodc bénh tim mach thidu
m™au cucbocothedan dén nhdimau cotim hoac dat quy.

Phan ung qué man véi hydroclerothiazid c6thé xay ra ¢nhing bénh nhan
6 hodc khéng c6 tién s di ung hoac hen phé quan, nhung nhiéu kha nang
xay ragnhting bénhnhan cotién sunhu’vay

S dung cacthude loi tidu thiazid lam trém trong hodc kich hoat bénh lupus
ban déhéthdng da duoc béo cao.

Cactruong hop phan ding nhay cam véi anh sang da dugcbao cao véi thudc
Igitiéu thiazid. Néu phan ung nhay(amvm anhsang xay ratrongkhididu tr,
nén ngiing diéu tri. Néu cén thiét pha\ udng lai thudc lgi tidu, khuyén cao
baovevung cothAtidp xUcv6i nhndng mit trési hodc tia UVAnhan tao.
-Can thicdp vatang nhan ap géc déng cép tinh thi phéat: Thude sulfonamid
hodccacdan xuat sulfonamid cothé gay ramét phéan ding dac ung, dén dén
can thjtam thoiva tang nhan ap géc dong cap. Treng khi hydroclorothiazid
|& mo6t sulfonamid, chi cac trudng hep riéng [é cla tang nhan ap géc déng
cép da duoc béo céo cho dén nay v6i hydroclorothiazid. Cactriéu chiing bac
g6m khdi phat cép tinh gidm thi luc hodc dau miét va thuong xay ra trong
vong vai g'\c‘!dén vai tuan bat dau dung thudc. Néu  khéng diéu tri tang nhan
4p gécdéng cip co thédan dén mét thi luc vinh vién. Viec didutr] chd yéu la
ngung dung thudc cang nhanh cang 165t F‘hudng phap didu tri y té hodc
phéu thuat ngay 6 th&can duoc xem xét néu nhan ap van khéng k\em soat
dugc. CAcyu té nguy cotién trién bénh ting nhan ap goc déng cép c6 thé
gémtiénsirdj Ung vdi sulfonamid hoac peniciliin,

- Lactose: Thudc nay c6 chira lactose. Nhing bénh nhan cé van dé di truyén
hiém gap vé khéng dung nap galactose, thiéu Lapp lactase hodc kém hip
thu glucose-galactose khéng nén dung thudcnay.

-Thugceéd chifa mau Sunsetyellow E110, c6thé gay cacphan ung diing.
Phu nircé thai va cho conbu:

*Thaikymang thai:

-Thiazid qua duoc hang rao nhauthai va xudt hién trong mau dayrén. N6 c6
théla nguyen nhan gay glam sutusi mau qua nhau thai, r3i loan chét dién
giai thai nhiva c6 thé cé cac phan ung khac nhu da tung xudt hien @ngusi
1rudng thanh. Trudng hop glam ti€u ciu & tré so sinh hoac thai nhi hoac tré
vang da so sinh @3 dugc béo céo 1a do ngudi me diéu tr] véi thiazid. Thuo(
khéng duoc khuyén dung trong 3 thang dau ca thal ky. Banh nhan can
duccchuyen huéng diéu tri thich hdptrudc khidydinh céthai.

-Trong 3 thang gitfa va 3 thang cudi thai ky (a:thuo(ia(dong tructiéptrén
hé théng renin ang\otenswn -aldosteron c6 thé |4 nguyen nhan gay suythan
thai nhihodctrésosinh, gidm sén sondothai nhiva ngay ca chellha\ nhi,do
d6 chéng chi dinh dung thudc trong 3 thang gidtava3 thang cudi thal ky.
Néu phat hién cothal trong thoi g\an diéu tri, nén ngiing dung thudc cang
s6m cang 161, c3n ki€m tra sonao va chicnang than bing siéu am ky, néudo
soy da diéutrithoi gian dai.

*Thai ky cho con bu: Do cac tac dung d6c hai c6 kha néng xéy ra d6ivoitré
b sira me, chéng chi dinh dung thubc trong thai gian cho con bu. Chua ré
irbesartan c6 bai tiét qua stia nguei khéng. N6 duoc bai tiét qua stia chuét
(Dng dang cho con ba. Thiazld xudt hién trong sita nguei va cé thé han ché
sutiét siia.

Anh hudng chia thudc d6i vdi cong viéc (ngudi van hanh may moc, dang
l4i tau xe, ngudi limviéctrén canvacactn.rdnghdpkhac)

Théan trong dung thudc khi lai xe, van hanh may méc hodc ngum [&m viec
trén cao (can chd y 1a thinh thoang chéng mit hodc mét 1& c6 thé x3y ra
trong thoi gian diéu tri tang huyétap).

TUCNG TAC CUA THUOC V01 CAC THUOC KHAC VA CAC LOAI TUONG
TACKHAC:

- Thubc chéng tang huyét ap khac: Tac dung chéng tang huyét ap cta
Co-Dovel 150 mg/12 5 mg c6 thé tang len khisdung dong thei cac thuéc
chéng tang huyét ap khac. An toan khiubngirbesartan va hydrodomthlazwd
{liéu [én dén 300 mg |rbesarlan/25 mg hydroclmolh\azwd} voi cac thudc
chéng ting huyet &p khac gém thudc chen kénh cald va thude chen beta-
adrenerg\c BDidu tri trusc véi thudc loi tiéu liéu cao co thé dén dén gidmthé
tich méau va nguy o ha huyét ap khi bat dau diéu tri v6i irbesartan hoac
irbesartan voi thudc |oi tidu thiazid tr khi giam thétich mau da dugc didu tri
truscdo.

-Cacsdn pham chia aliskiren hoiicthudc (rcché ACE: D ligu thdrmghiém [am
sang chothay phong bé kép hé renin- angiotensin- aldosteron (RAAS}thong
qua viécsd dung két hop cac thude dc ché ACE, chen thy thé angiotensin I
hoac aliskiren bi cac tac dung khéng meng mudn i tan sudt cao hon nhu
ha huyét ap, ting kali huyét va giam chic nang than (bac gém suy than cép)
sovéiviecchl sirdung moﬂhuocta(d&ng hérenin-angiotensin-aldosteron.
- Lithi: Tang 6 héi phuc nong dé lithi trong huyetthanh vating doctinh da
dugc bao cae khi ding ddng thoi lithi voi thuBc uc ché men chuyen
angiotensin. Bén nay, tac déng tuong tu rdt hiém dugc bao cao véi
irbesartan. Ngoai ra, @6 thanh thai lithi Bihan giédm khi dL‘Jng cuing thiazid
nén nguy congd déc lithi c6 thé duoc tang 1én véi Co-Dovel 150 mg/12,5
mg. Do do, khéng nén két hop lithi va Co-Dovel 150 mg/12,5 mg. Néu su két
hgp chiing minh a c&n thiét, cin theo doi cdn than néng d6 lithi huyét
thanh.

- CacthuBc dnh hudng dén kali: Tacdong |am métkali cGa hydrodormhlazwd
du’dcg\amth\eu dotac déng g\ukah cliairbesartan. Tuy nhién tacdong nay
cla hydrocloroth\azwd trén kali huyetthanh c6 thé tang khi dung phow hop
cac thudc khac gay mat kali va ha'kali huyét (nhu thudc |gi tidu bai tiét kali
niéu khac, thudc nhuan trang, amphotericin, carbenoxolon, natri penicillin
G). Nguoc lai, duatrén kinh nghiém, viee sd dung (é(thudct{( chéhé ren'\n—
angiotensin d6ng thai vei cac thudc i tiéu tiét kiem kali, bosung kali, muéi
thay thé chira kali hogic cac thudc khac c6 thé lam tang néng d kall huyét
thanh (nhu hepann natri) c6 thé dan dén tang kali huyel thanh. Theo d6i
thich hop néng do kali huyétthanh énhiing bénh nhan cénguy cotang kali
huyét.

- Cacthudc bj &nh hudng bdi su réi loan kali huyét thanh: Khuyén cao theo
d6i dinh ky kali huyét thanh khi Co-Dovel 150 mg/12,5 mg dugc dung véi
cac thuBc b anh hutng bdi sy 161 loan kali huyét thanh (nhu digitalis
glycosid, thuéc chéng loannhip).

-Thudc chéng viém khéng sterold: Khi thude d8i khang angiotensin |l dugc
dung d6ng thei véi cac thudc chéng viem khéng sterold (Ue ché chon loc
COX-2, acid acety\sahcyllc(> 3 g/ngay) vacacNSAID khéngchon \oc),S\.rsuy
g\am higu qua chéng tang huyetap cothé xay ra.

Giéng voi cac thuc dc ché men chuyen, strdung déng thoi cac thubc ddi
khéng ang\otensm |lva NSAID (Dthe dan dén ting nguy co |am chiic nang
than xdu di, bao gém suy than cip va tang kali huyét thanh, dac biét [a &
nhiing benh nhan bj suy giam chirc nang than truoc do Nén than trongkhi
dung két hop, dac biet 1a & nguoi cac tudi. Benh nhan can duoc bunuéc day
a0 vaneén theo ddi chic nang than sau khibit ddu didu tr) déng thoiva dinh
ky sau d6.

-Théng tin thém vé cac tuong tac cla irbesartan: Trong cac nghién c(u lam
sang, dugc déng hoc clia irbesartan khong bianh hudng b hydreclorothiazid.
Irbesartan dugc chuyén héa chl yéu bai CYP2C9 va mot lugng 1t hon b sy
glucuronid héa. Khéng o6 tuong tac duse luc hoe hosc duge déng hoc Y
nghta khi itbesartan dugc dung chung voi warfarin, mét thudc duoc chuyen
héa b CYP2C9, Tac dung cia thudc gay cam ting CYP2C9 nhu rifampicin di
voi dugc ddng hoc cda irbesartan chua dugc danh gia. Dugc dng hoc cia
digoxin khong b 1hay d6ikhi diing dong theivdiirbesartan.

-Thong tin thém vé cac tugng tac cda hydroc\aroth\amd Khi dung déng
thei, cac thude sau day cothetuong tacvsicacthudceloitiéu thiazid:

+ Ruou:Tang kha nang ha huyét aptuthe cothexay ra.

+Thudc tri dai thao cTu’dng {thusc udng va insulink C6 thé can diéu chinh
liéu ciia cac thuBctr] da\thaodu’cng

+ Nhua cho\estyram\n va colestipol: Su hép thu clia hydroclorothiazid bi
qidm khi c6 su h\en dién clia cac loai nhua trao d8i anion. Co-Dovel 150
mg/12,5 mg nén ubng cach it nhat mot gidtruse hodchdn gio sau khiudng
cacloaithudcnay.

+ Cac corticosteroid, ACTH: Gidm dién gial, d&c biét 1a ha kali méau c6 thé
téng lén.

+Cacdigitalis glycosid: Thiazid gay ha kali huyét hoac ha magnesi huyét tao
thuan lgi cho syrbat dau loan nhip tim gayra bdi digitalis.

+Thuéc chong viém khéng steroid: Uong thudc chéng viém khéng steroid
6 thé 1am giam lgi tiéu, bai tiét natri nigu va tac dung chong tang huyét ap
cla cac thudc | gitiéu thiazid Gmét s6 bénhnhan.

+ Cac amin téng huyét ap (nhu notadrenaliny: Tac dung cda cac amin ting
huyét ap c6thé giam, nhung khéng du déngéan st dung cacthudcnay.

+ Cac thudc gian co khéng khi cuc (nhu tubecurariny: Tac dung ca cac
thudc gian cokhéng khircyc (othelang bdi hydmdomth\amd

+Thudc didu tri gout:&idu chinh lidu cua cac thudctri gout c6 thé cén thiét
vi hydroc\oroth\azwd c6thé [am téng néng d6 acid uric huyét thanh. C6 thé
can tang liéu probenecid hodc su\ﬁnpyrazon Dang dong thei cac thudcloi
l\euihlazwd cothé \amtangly lé mic cacphanng qua manvd\ allopurinol.

+ Cac mudi calci: Thudc Igi tiéu thiazid c6 thé lam tang néng &6 calci huyet
thanh do gidm su thai trr. Néu phai bé sung calci hodc dung chc thudc tiét
kiem calci (nhu diéu tr] voi vitamin D}, nén theo déi ndng d6 calci huyét
thanhva diéu chinh liéu calcichophlhop.

+ Carbamazepin: S dung déng thoi (arbamazep\n va hydrodormh\azwd
lién quan v&i nguy co ha natri huyei triéu ching. Cén theo d6i dién giai khi
strdung ddng thei. Néu c6thé nén si dungthude loi tidunhém khac,

+ Cac tuong tac khac: Tac dung tang dudng huyét clia cac beta-blocker va
diazoxid c6 thetang h6i thiazid. Cacthudc khang cholinergic (nhu atropin,
bependen) c6 thé [am tang sinh kha dung cla lhuc( Igi tidu thiazid bang
cach gidm nhu déng da day rudt va téc dé lam rong da day. Thiazid c6 thé
lam téng nguy o tac dung khang mong muén gay ra béi amantadin.
Thiazid c6 thé lam gidm sy bai tiét qua than clia cac thudc gay d6c té bao
{nhu cyclophosphamid, methotrexat) va tang tac dung dc ché tay cla
ching. )

TACDUNG KHONG MONG MUON (ADR):

*Két hopirbesartan/hydroclorothiazid:

Trong cac thl nghiém c6 kiém soat gia dugc, trong sé 898 bénh nhan tang
huyét ap dung liéu khac nhau clia irbesartan/ hydroclorothiazid (khoang
liéu: 37,5 mg/6,25 mg dén 300 mg/25 mg} c6 29,5 % bénh nhan bj cac tac
dung khéng mong muén. Cac ADR thudéng gép nhét |a chéng mit (5,6 %),
mét mbi (4,9 %}, bubn nén/nén (1,8 %) va di tieu bt thusng (1,4 %) Ngoai
ra, tang nito cda uré huyét (BUN} (2,3 %), creatin kinase (1,7 %} va creatinin
{1,1%) cling thudng gap trong cac thdinghiém.

-Béng 1trinh bay cactdcdung khong - mong mutn quan sat dugctirbéo céo
tu’phal vatrongcacthdrnghiémcod klem soatgidduge.

Tdn sudt tdc dung khéng mong muén liét ké bén dudi duoc dinh ngh:a béng
cdch sirdung quy udc sau ddy: RAt thuding gdp (= 1/10) thudng gap f= 17100
aén <1/10); itgdp (= 1/1.000 dén <1/100); hiém gdp (= 1/10.000 dén <1/ 1.000);
rdthiémgdp (<1/10.000). Trong mbi nhomtan sudt, mic dd nghiém trong cdc
idc dung khéng mong mudn duoc thé hign theo thirtu gigm dédn.

Bang 1: Cactac dung khéng mong mudn trong cac thitnghiém co déi
chiing gid duocvabdociotu phat.

Xétnghiém. Thuong gdp | Tang nito cda uré huyét (BUN),
creatininva creatinkinase.
it gdp Giam natrivakali huyét thanh,
Réi loan tim. it géip Ngat, ha huyét &p, nhip tim nhanh,
phui.
R&iloan héthan kinh. | Thueng gép | Chéng mét.
it gép Chéng mat khithay d8ituthé.
Khéng ro Nhure dau.
R loan tai va tai iKhong ro Utal.
trong.
R&i loan hé hap, Khong ré Ho.
ngycvatrungthat,
R&i loan tiéu héa. Thudng gdp | Budnnén/nén.
it gdp Tiéu chay.
Khong rd Khétieu,loanvi giac.

Réi loan than va tiét
niéu.

Thuong gdp | Bitiéu bat thudng.

Khong ré Suy giam chiic nang than bao
gém ca truong hop suy than &
nhimg kénhnhan cénguy cc.

R&i loan coxuongva it géip Phirtdrehi.

molién két. Khongro | Daukhdp, dauco.

R&i loan dinh dudng Khong ré Tang kali huyét.

va chuyén hoa.

R&i loan mach mau. it gdip D& bung mit.

R6iloanchung vatinh | Thuong gdp | Métmoi.

trang duong ding.

R6i loan hé mién dich. Khong ro Phan (ng qua méan nhu phlimach,
phét ban, n8imé day.

R&i loan gan mat. it géip Vang da.

Khong ro Viém gan, chuc néng gan bét
thucong.

R&i loan tuyén vava it géip Ré&iloan chue nang tinh duc, thay

hésinhsan. d61 ham mudn tinh duc.

*Théng tin thém vé timg thanh phan hoat chat: Ngoai cac tac dung khéng
mong mudn [1ét ké ¢ trén cho san pham két hop, cac tac dung khéng mong
muén khéc duoc béo cdo trudc d6 véi ting hoat chét ¢6 thé |a tac dung
khéng mong mudn vaéi Co-Dovel 150 mg/12,5 mg.

-Béng 2 va 3 dudi day chi tiét cactacdung khéng mong muén dudc bée cao
voi ting thanh phan cha Co-Dovel 150 mg/12,5 mg.

Bang 2: Cac tac dung khéng mong muén dudc bao cao khi dung
irbesartan

Cac r8i loan chung va tinh trang ftggp | Baunguc.
dusngding.

Bang 3: Céc tac dung khéng mong muén dugc bao céo khi dung
hydroclorothiazid

Khongrd | Mét can bing dién giai (bac gém
ha kali huyét va ha natri huyét},
téng acid uric huyét, dusng niéu,
tang duong huyét, tang cholesterol
vatriglycerid.

Xétnghiém.

R&i loantim. Khongro | Réiloan nhiptim.

RGi loan méau va hé | Khongro | Thiéumau bt sén, suy tdy xuong,
bach huyét. gidm bach cdu/mét bach cdu hat,
thi€umau tan mau, gidm bach cau,
giadm tiéu ciu.

R&iloanhéthdnkinh. | Khéngré | Chong miét, di cdm, chodng véng,

bénchén.

R&i loan mat. Khongro | Nhin mo tam thei, ching thay sac
vang, cn thi cdp va téng nhan ap

gocdong cdp tihthacap.

R&i loan hé hép, nguc | Khéng ré Suy héhap (ké ca viém phdivaphl
vatrungthéat. phéi}.

R&i loantiéuhéa. Khongrd | Viémtuy, chan an, tiéu chéy, téobon,
kich «ng da day, viém tuyén nusc

bot, mét cAm giac ngon miéng.

R&i loan than va tiét | Khongré | Viém than ké, 16i loan chic nang
niéu. than.

R&1 loan da va m6 | Khongrd | Phan ing phan vé, hoai tr bidu bi
dugida. nhiém d6c, viém mach hoai tr
(viém mach, viém mach méau dudi
da), phén ung giéng lupus ban d6
da, sy tai phét ca bénh lupus ban
dé da, phan (ng nhay cdm anh
séng, phat ban, ndi may day.

R&i lcan co xueng va | Khongré | YBuco,coco.
mé lién két.

R&iloan mach mau. Khéngro | Hahuyétaptuthé.

Cac réi loan chung | Khéngré | Sot
va tinh trang dudng
dung.

R&i loan gan mat. Khongro | Vang da{vangdadmattronggan}.

R&iloantamthan. Khongro | Tramcam, r6iloangidcngd.

Cactac dung khéng mong muén phuthuéc [iu cda hydroclorothiazid (dac

biétlardiloan dién g\a\_}cothetang khitang liéu hydroclorothiazid.

QUALIEUVA CACHXUTRI:

Triéu chin vableuhlenkhlsudungthuocqualleu‘

- Nhimng biéu hién cé thé ducc ngh\ la do qua [iéu irbesartan [a ha huyét ap

vatimdapnhanh, nhiptim cham cing (olhexay ra.

- Qud liéu hydmdorolh\azwd bidu hién bang mat chat dign giai (giam kali

huyét, gidm clorua huyét, gidm natri huyé&t} va su mat nuéc do su bai niéu

quéamuc. Cac dau hidu vatriéu chimg thusng gap nhét cia qué liéu 1a budn

nén vangu ga. Ha kali huyét c6 thé dan dén co rat cova‘hodc lam nang hon

loan nhip tim néu két hep viec dung cac glycosid digitalis hoac cac thudc

chéngloan nhipnao do.

Cachxlrtriqualiéu

- Khéng cé théng tin cu thé vé diéu tri khisd dung qua liéu Co-Dovel 150

mg/1 2,5rng. Bénhnhénnén dudtglam satchat ché, néndiéutritrigu v:h\.rng

vanang do. Béngh|xirtrf bao gém gaynén va/hoic rira da day Than hoat co

thé& duoc strdung trong didutri qualiéu. Cac cht dién gidi va creatinin huyet

thanh nén duoc thee déithusng xuyén. NEu ha huyét 4p xéy ra, bénh nhan

néndugc dat tuthéndmngiia,nhanh chong bunudcvadien g'\é'\.
Irbesartan khéng lcal tru béi sy thdm tach mau. MUc d6 thai tro

hydroclmolh\azwd bai suthdmtach mauthikhng rd.

DIEU KIEN BAO QUAN' Noi khé, nh\et d6 dudi 30 °C, tranh &nh sang.

HAN DUNGCUATHUOC.361hang ketungaysan xuat.

€O SO SAN XUAT:
CONGTY COPHAN XUAT NHAP KHAU Y TE DOMESCO
&t Dia chi: 56 66, Quéc |6 30, Phudng My Pha, Thanh phé Cao Lanh,
TinhBéng Thap

poMEsce Diénthoai:0277.3851950

NGAY XEM XET SUA BOI, CAP NHAT LAI NOI DUNG HUGNG DAN sU
DUNG THUGC: 22/06/2017.

TO HUGNG DAN SU DUNG THUSC CHO BENH NHAN

RX THUGC BAN THEO BON

Co-Dovel® s mg12,5mg

¢ Dockyhudng dan sitdung trudckhi diing.

¢ Déxatdmtaytréem.

¢ Thuécnay chi diing theo don chabacsi.

¢ Thong bao ngay cho bacsihoac dudc si nhing tacdung khéng mong
muédn gap phai khi sirdung thuéc.

¢ Haygidlai tohuédng dan sitrdung; ban cé thé can phai doclai.

¢ Thudc nay chi dugc ké dan cho ban. Khéng dua thudc cho ngudi khac
vi thudc nay cé thé khéng t6t cho ho ngay ca khi ho cé triéu ching
giéngnhu chaban.

THANHPHAN,HAMLUGNG CUOATHUOC:
Méivien nén chia:
-Irbesartan 150 mg
-Hydroclorothiazid 12,5mg
-Té duoc: Tinh bét mi, Lactose, Microcrystallin cellulose PH101, Polyethylen
glycol 6000, Povidon K90, Natri croscarmellose, Magnesi stearat, Colleidal
silicon dioxid A200, Mau Sicovitred, Mau SunsetyellowE110.
MOTASANPHAM:
Dang bao ché:Viénnén.
Hinh thic: Vién nén mau héng nhat, hinh bau duc, kichthudc8 mm x 14 mm,
canhvathanhviénlanhlan.
QUY CACHBONG GOI:
HOp 1 vIx14vién, hp 2vi x 14vién, hdp 10vix 14 vién.
THUOCDUNG CHO BENH GI?
-Bidutritang huyét apnguyénphat.
-Bénh nhan tang huyét &p khéng dugc kiém soat thda dang béi ting don
chétirbesartan hogc hydroclerothiazid.
NEN DUNG THUGC NAY NHU THE NAOVA LIEU LUCONG?
Pudng dung:Dudng uéng.
Cach diing: Dung uéng, c6 th&udng véoe bifa &n hodc khidél.
Liéudliing: Ding 1 1&n duynhat trong ngay.
- Nguoi fon: Co-Dovel 150 mg/12,5 mg cé thé dugc ding cho nhimg bénh
nhén ting huyét ap khéng dugc kiém soét théa déng béi tiing don chét
hydroclorothiazid hoacirbesartan.
- Biéu chinh liéu tuy thudc vao tung thanh phan riéng |2 (irbesartan va
hydroclorothiazid).
- Vigc phéi hop Co-Dovel 150 mg/12,5 mg v&i mét thubc tri tang huyét ap
khacphaide chl dinhcliabacsi
- Tigt gigm thé tich ngi mach: Trusc khi diing Co-Dovel 150 mg/12,5 mg cdn
diéu chinh viéc gidm thétich va/hodc giam natrindi mach.
-Bénh nhdn suy thén: Khong can diéu chinh lidu & bénh nhan suy than c6 dé
thanhthaicreatinin cda thén =30 ml/phit. Thudc khéng dugc khuyén dang
cho bénh nhannéu dé thanh thai creatinin <30 ml/phdt.
- Bénh nhan suy gan: Co-Dovel 150 mg/12,5 mg khéng duoc chi dinh ding
cho nhiing bénh nhan suy gan trdm trong. Thiazid nén dugc dung than
trong d6i voi nhimng bénh nhan suy chic nang gan. Khéng can phai chinh
liéu Gnhimg bénh nhén bjsuy gannhevatrung binh.
- Ngudi gia: Khéng can phai chinh liéu Co-Dovel 150mg/12,5 mg.
-Tré em: Tinh hiéu qué va an toan clia Co-Dovel 150 mg/12,5 mg chua dugc
xacdinh G tré em duci 18 tu6i. )
KHINAO KHONGNEN DUNGTHUOCNAY?
- NEu ban quéa mén véi bat ky thanh phan nao clia thudc hodc véi dan chét
cliasulfonamid (hydroclorethiazid A mét dén chét cda sulfonamid).
-Phuntcéthaiva choconbu.
-Tré em dudi 18 tudi {do chua c6 dirliéu hiéu qua va an toan).
-Cacchéng chidinh lién quan dén hydroclorothiazid:

+Suy than nang (d6 thanh thai creatinin < 30ml/phat).

+Ha kali huyéttro, ting cald huyét.

+Suy gan nang, xd gan tac matva umat.

+ Bénh gout, téng acid uric huyét, chung vé niéu, bénh Addisen, ching
téng calci huyét.
TACDUNGKHONG MONG MUON:
*Két hop irbesartan/hydroclorothiazid:
Trong cac thunghiém cé kiém soét gia dugc, trong s6 898 bénh nhan ting
huyét ap dung liéu khac nhau cda irbesartan/hydroclorothiazid (khoéang
liéur 37,5 mg/6,25 mg dén 300 mg/25 mg} c6 29,5 % bénh nhan b cac tac
dung khéng mong muén. Cac ADR thuéng gap nhat |a chéng mat (5,6 %},
mét méi {4,9 %), budnnén/nén (1,8 %) va di tiéu bét thuidng (1,4 %). Ngoai
ra, tang nito clia uré huyét (BUN} (2,3 %), creatin kinase (1,7 %) va creatinin
(1,1 %} cling thudng gap trong cac thirghiém.
-Bé&ng 1 trinh bay cac tacdung khéng meng mudn quan sat dugc tirbéo cao
tuphétvatrong cacthinghiém cé kiém soat gia dugc.
Tén sudttac dung khéng mong mudn liét ké bén dudi duge dinhnghia bang
cach sif dung quy uoc sau day: Rat thuong gap (= 1/10); thuong gap
(= 17100 d&n <1/10); ft gap (= 1/1.000 d&n <1/100); hiém gap (= 1/10.000
dén <1/ 1.000);rét hi€m gap {<1/10.000).Trong mbi nhomtén sudt, mac dd
nghiém trong cac tac dung khéng mong muén dugc thé hién theo thi ty
gidm dén.

Bang 1: Cactac dung khéng mong mudn trong cac thitnghiém cé déi
chiinggia duogcvabao cio tuphat.

Xétnghiém. Thuonggdp | Tang nito cla uré huyét (BUN},
creatinin va creatin kinase.
it gdp Gidm natriva kali huyétthanh.
R&i loan tim. ftgdp Ngat, ha huyét ag, nhip tim nhanh,

pha.

Réi loan héthankinh. | Thuong gdp | Chéng mit.

ftgdp Chong métkhithay di tuthé.
Nhe déu.

Khéng ré

R&i loan tai va tai
trong.

Khéng 16 Utai.

R&i loan hé hép,
ngucvatrungthat.

Khéng 15 Ho.

R&i loan tiéu hoa. Thudnggdp | Buénndn/némn.

ftgdp Tiéuchay.

Khéng ré Khétiéu, loan vigiac.

RGi loan than va tiét | Thuonggdp | Ditidubatthueng.

nigu. Khéng ré Suy gidm chic néng thén bao
g6m c trueng hop suy than &
nhiing bénhnhancénguy co.

R6i loan coxuong va it gdp Phutdrchi.

méb [ién két. Khong 16 Pau khép, dau co.

R&i loan dinh dugng Khong ré Tang kali huyét.

va chuyén hoa.

R&i loan mach mau. ftgdp 6 biing mat.

RGi loan chungvatinh | Thudnggdp | Métmoi.

trang dudng dung.

RGi loan hé mién dich. Khong 16 Phén (g qué mén nhu ph mach,
phatban, néimé day.

RG1 loan gan mét. Tt géip Vangda.

Khdng 16 Viém gan, chdc nang gan bat

thusng.

R8i loan tuyén va va Tt géip Réiloan chicnéngtinh dug, thay

hésinhsan. d61 ham muén tinh duc.

*Thong tin thém vé ting thanh phan hoat chat: Ngoai cac tac dung khong
mong mudn liét ké G trén cho san pham két hop, cac tac dung khéng mong
mudn khac dugc bao cao trudc d6 vai timg hoat chét c6 thé 1a tac dung
khong mong mudn véiCo-Dovel 150mg/12,5mg.

-Bang 2 va 3 dudi day chitiét cac tacdung khéng mong mudn dugcbao céo
véiting thanhphancda Co-Dovel 150mg/12,5mg.

Bang 2: Cac tac dung khéng mong muén dudc bdo cao khi diing
irbesartan

Cac 181 loan chung va tinh trang | ftgdp | Daunguc.

duting dung.

Bang 3: Cac tac dung khéng mong muén dudc bao cao khi diing
hydroclorothiazid

Khong ré | Mat can béing dién giai (bao gém
ha kali huy&t va ha natri huy€t),
téng acid uric huyét, duong niéu,
tang dudng huyét, tang cholesterol
vatriglycerid.

Xét nghiém.

Réiloantim. Khong 16 | R61 loan nhip tim.

R&1 loan mau va he | Khongro | Thi€u méau bat san, suy ty xuong,
bach huyét. gidm bach cdu/mét bach cau hat,
thiéu mau tan mau, giam bach cau,
gidmtiducdu.

Réiloanhéthénkinh. | Khéngrd | Choéng mét, di cém, choéng véng,

bénchén.

Réilcanmat. Khéng 6 | Nhin mo tam thoi, chiing thay sac
vang, can thi cdp va ting nhin ép

g6cdong cdp tinh thacdp.

Réiloan héhép, ngyc | Khéng ré | Suy héhap (k€caviemphdivapha
vatrung that. phéi}.

Réiloantiéu héa. Khong r6 | Viémtuy, chéan &n, tiéu chay, tho bén,
kich dng da day, viém tuyén nucc

bot, mét cArm giac ngen miéng.

R&1 loan than va tiét | Khong ro | Viém than ke, réi loan chic nang
nidu. than.

RSi loan da va mé | Khéngrd | Phan ting phan vé, hoal tir biéu bi
dudida. nhiém d6c, viém mach heai tu
(viém mach, viém mach mau duai
da}, phan (ng gidng lupus ban dé
da, su tai phat ciia bénh lupus ban
dé da, phan (ng nhay cam é&nh
sang, phatban, néimay day.

Réi loan co xuong va | Khongid | Yéuco,coco.
mé lién két.

R&i loan mach mau. Khong 6 | Ha huyétaptuthé.

Cac 161 loan chung | Khdngio | S6t.
va tinh trang dusdng
dung.

Réi loan gan mat. Khong o | Vangda {vang da(rmat trong gan).

dinh nay nén dugc dung than trong & nhing bénh nhan suy than nhe dén
trung binh (d6 thanh thai creatinin = 30 ml/phutnhung < 60 ml/phat).

- Phong bé kép hé renin-angiotensin-aldosteron (RAAS}: C6 bang ching
cho thay viéc st dung d8ng thsi cac thudc uc ché ACE, chen thu thé
angiotensin Il hodcaliskiren [am téng nguy co ha huyét ap, ting kali huyétva
suy giam chic nang than (bao gém suy than cdp). Do d6, phong bé kép
RAAS théng qua viéc st dung ké&t hop cac thusc tic ché ACE, chen thu thé
angiotensin || hoac aliskiren khéng dugc khuyén céo. Néu ligu phéap phong
bé kép 1a hoan toan can thiét, can c6 sy giam sat clia bac s chuyén khoa va
phai theo d6i chit ché thusng xuyén chic ndng thén, dién giai va huyétap.
Thuéc Uc ch&ACE va chen thuthé angiotensin || khong nén ding déng thei
&nhing bénhnhan c6 bénh than daithaodusng.

- Suy gan: Nén st dung than trong thiazid 6 nhing bénh nhan bj suy gan
hogc bénh gantién trién, visythay ddi nhé trong can bing nudc va dién giai
6 thé thic ddy hén mé gan. Khdng 6 kinh nghiém [am sang véi Co-Dovel
150mg/12,5mg &bénhnhan suy gan.

- Hep van ddng mach chi va van hai |4, co tim phi dai tAc nghén: Nhu cac

R&i loan tam than. Khong i | Trémcam,rbiloangidcngd.

Cactéc dung khéng mong muén phu thudclidu ctia hydroclorothiazid {d&c
bigtlaréiloan dign giai}céthétang khitanglidu hydrodomthlazwd

NEN TRANH DUNG NHUNGTHUGC HOACTHUC PHAM GI KHI DANG SU
Dl_JN(.'lTHUOCNJ\Y'J

Thuc pham: Thuc n va d6 uéng khéng c6 anh hudng dén tac dung cda
thudc.

Duing cac thudckhac:

-Théngtinvéi bacsidanh sach tit ca cac thuscmaban dang sirdung.

- Thudc chéng tang huyét ap khac: Tac dung chéng tang huyét ap cla
Co-Dovel 150 mg/12,5 mg c6 thé téng |én khi st dung déng thdi cac thudc
chéng ting huyét ap khac. An toan khiugng irbesartan va hydroclorothiazid
{liéu lén dén 300 mg irbesartan/25 mg hydroclorothiazid} v&i cac thudc
chéng tang huyét ap khac gém thudc chen kénh caldi va thuc chen beta-
adrenergic. Diéu trj trudc vsi thudc ¢ tidu lidu cac c6 thé dan dén gidmthé
tich mau va nguy co ha huyét &p khi bit dau diéu tri v6i irbesartan hoac
irbesartanvéi thudclgitiéuthiazid trirkhigiam thé tich mau da duge diéu tr]
truscdo.

- Cac sdn phém chira aliskiren hodc thudc e ché ACE: DI liéu thir nghiém
lam sang cho thdy phong bé keép hé renin-angiotensin-aldosteren (RAAS)
théng qua viéc st dung két hop cac thudc e ché ACE, chen thu thé
angictensin Il hodc aliskiren bi cac tac dung khéng mong muén voi tan sudt
cao hon nhu hahuyét ap, tang kali huyét va giam chic nang than (bao gém
suy than cép} so voi viec chi si dung mét thudc tac dong hé renin-
angiotensin-aldosteron.

- Lithi: Tang c6 h6i phucnéng d6 lithi trong huyét thanh vatang déc tinh da
dugc béo cao khi dung déng thei lithi v6i thudc Gc ché men chuyén
angiotensin. Bé&n nay, tac dong tueng tu rat hiém dudc bac cae véi
irbesartan. Ngoai ra, @6 thanh thai lithi & than giam khi dung ctng thiazid
nén nguy co ngd doc lithi ¢6 thé duogc tang 1&n v6i Co-Dovel 150 mg/12,5
mg. Do d6, khéng nén két hop lithiva Co-Dovel 150 mg/12,5 mg. Néu su két
hop ching minh 14 c&n thidt, cdn theo déi cén than néng d6 lithi huyét
thanh.

- Cacthudcanh hudng dén kali: Tacdénglam méat kali ciia hydroclorothiazid
dugcgidmthidu do tacddng gilrkali clairbesartan. Tuy nhién, tadc déng nay
cla hydroclorothiazid trén kali huyét thanh c6 thé tang khi dung phéi hop
céc thudc khac gay mat kali va ha kali huyét (nhu thuéc loi tiéu bai tiét kali
niéu khac, thuéc nhugdn trang, amphoetericin, carbencxolon, natri penidillin
G}).Nguoclal, duatrén kinh nghiém, viec st dung cac thube c ché hé renin-
angiotensin déng theivéi cac thudc lgi tiéu tiét kiem kali, b sung kali, mudi
thay thé chua kali hodc cac thudc khac co thé |am téng néng d6 kali huyét
thanh {nhu heparin natr) ¢6 thé dén dén ting kali huyét thanh. Theo déi
thich hgpnong d6 kali huyét thanh & nhiding bénh nhan conguy cotang kali
huyét.

- C4c thudc bi anh hudng béi su 6 loan kali huyét thanh: Khuyén cao theo
d6idinh ky kali huyét thanh khi Co-Dovel 150 mg/12,5 mg dugc ding voi cac
thudc bj &nh hudng béi su rdi loan kali huyét thanh (nhu digitalis glycosid,
thudcchéng loannhip).

-Thu8c chéng viém khéng steroid: Khi thudc d6i khang angiotensin |l dugc
dang déng thoi vdi cac thudc ching viém khéng steroid (Uic ché chon lgc
COX-2, acid acetylsalicylic (> 3 g/ngay) va cac NSAID khéng chon loc), su suy
gi&dm hiéu qué chéngtang huyétép cothéxdy ra.

Gitng véi cac thusc tic ché men chuyén, sir dung déng thei céc thubc dei
khéng angiotensin Il va NSAID cé thé dan dén tang nguy o lam chic néng
than xdu di, bao g6ém suy than cip va ting kali huyét thanh, ddc biét [a &
nhiing bénh nhan bj suy gidam chifc nang than trudc dé. Nén than trong khi
dung két hop, dac bigt |a 3 ngudi cao tusl. Bénh nhan can ducc bunudc ddy
davanéntheo ddi chicnang thansau khi bitddu diéutr] déngthsiva dinh
ky sau do.

- Théng tin thém vé cac tuong tac cda irbesartan: Trong ac nghién ctu lam
sang, ducc déng hoc clia irbesartan khéng bj anh huéng bai hydrodorothiazid.
Itbesartan ducc chuyén héa chl yéu béi CYP2CO va mét lugng 1t hon bdi su
gluauronid héa. Khéng o6 tuong téc duoc luc hoc hodc duoc déng hoc 6 ¥
nghia khi irbesartan dugc ding chung véi warfarin, mét thuéc dugc chuyén
héa bdi CYP2C9. Tac dung ctia thuc gay cdm tmg CYP2C9 nhu rifampicin déi
v dugc dong hoc cda irbesartan chua dugc danh gia. Dugc déng hec cda
digoxin khéng bi thay d6i khi dung d6ng thsi vdi irbesartan.

-Théng tin thém vé cac tuong téc cha hydroclorothiazid: Khi ding déng
thei, cacthuc sau day 6 thé tuong tacvsi cac thusc lgi tidu thiazid:
+Rugu:Ting khdnang ha huyét dptuthé céthé xdyra.

+ Thudc tri d4i thao dueing (thudc udng va insulink: C6 thé can diéu chinh
[1Bu ctia cacthudc tr] daithao duéng.

+ Nhya chelestyramin va colestipol: Su hép thu cda hydroclorothiazid bi
gidm khi c6 sy hién dién cla cac loai nhya trao d6i anion. Co-Dovel 150
mg/12,5 mg nén udng cach itnhat mét gidtrude hodc bén gis sau khiudng
cacloaithudcnay.

+ Cac corticosteroid, ACTH: Gidm d&ién gidi, d&c biét 1a ha kall mau c6 thé
ténglén.

+ Cacdigitalis glycosid: Thiazid gay ha kali huyét hoac ha magnesi huyét tac
thuén loicho su bat dau loan nhip tim gay ra béi digitalis.

+Thuéc chéng viém khéng steroid: Udng thudc chng viém khéng steroid
c6thé lam giadm lgi tiéu, bai tiét natri niéu va tac dung chéng tang huyét ap
clacacthudclgitiéuthiazid ¥mot s bénhnhan.

+ Cac amin tang huyét ap (nhu noradrenalin: Tac dung cha cac amin tang
huyét ap c6thé gidm, nhung khéng dd déngan sirdung cac thusc nay.

+ Cac thubc gian co khéng khir auc (nhu tubocuraring: Tac dung cha cac
thudc gian cokhéngkhlrcycco thétang bdihydroclorothiazid.

+Thudc diéu tri gout: Diéu chinh liéu cla cac thudc tri gout c6 thé can thiét
vl hydroclorothiazid c6 thé lam ting néng d6 acid uric huyét thanh. C6 thé
can tang liéu probenecid hodc sulfinpyrazon. Dung déng thei cac thuée lgi
tiéuthiazid cothé lam tang ty 1& méc cdc phadn ing qué manvéi allopurinol.
+Cacmubi calci: Thudc g tiéu thiazid c6 thé lam tang néng 6 calci huyét
thanh do gidm su thai trdr. Néu phai b sung calci hoiic ding céc thude tidt
kiem caldi (nhu didu tr] voi vitamin D}, nén theo déi néng d6 calci huyét
thanh va diéu chinh liéu calcichopht hop.

+ Carbamazepin: St dung déng thoi carbamazepin va hydroclorothiazid
[ién quan v6i nguy cc ha natri huyét triéu chiing. Can theo doi dién giai khi
strdung déng thél. Néu cé thé nén strdung thudc lgitiéunhém khéc.

+ Cac tuong tac khac: Tac dung téng dueng huyét cla cac beta-blocker va
diazoxid c6 thé téng bai thiazid. Cac thudc khang cholinergic (nhu atropin,
beperiden} c6 thé lam tang sinh kha dung cda thuéc lgi tiéu thiazid bang
cach gidm nhu d6ng da day ruét va téc do lam réng da day. Thiazid c6 thé
lam téng nguy co téc dung khéng mong mudn gy ra béi amantadin. Thiazid
<6 thé 1am gidm sy bai tiét qua than cla céc thusc gay déc té bao (nhu
cyclophosphamid, methotrexat) vatang tacdung uc chetuy chachung.
CANLAM GIKHIMOT LAN QUEN KHONGDUNGTHUOC?

Biéu quan trong |a ban phai uéng thudc dung lidu ding nhu bac s da chi
dinh.

Néu ban quén uéng mét liéu diing, hay udng ngay khinho ra. Néuthoi g\an
gan véi lan dung thudc tiép theo, bé qualiéu da quen va hay dung liéu tiép
theo vao thdi glan thudng 1& Khéng ding liéu gép @61 dé bl vao éu da

quén.

CANBAO QUANTHUGC NAY NHUTHENAG?

Baoquéan thudcnoi khé, nhiét d6.dudi30°C tranhdnh séng.

NHUNG DAU HIEU VA TRIEU CHUNG KHIDUNG THUOC QUA LIEU?

- Nhimg biéu hién c6 thé duoc nghila do qualiéu irbesartan 1a ha huyét ap
vatim ddpnhanh, nhiptim cham ciing c6 thé xéyra.

- Qué liéu hydroclorothiazid bidu hién bing mét chat dién giai (gidm kali
huyét, gidm clorua huyét, gidm natri huyét} va su mét nuse do su bai niéu
quéamuc. Cac diu hidu vatriéu ching thusng gap nhét ciia quaé liéu labudn
nén vangd ga. Ha kali huyét cé thé dan dén co rat covashoaclam nang hon
loan nhip tim néu két hop viéc dung cac glycosid digitalis hodc cac thudc
chéng loan nhipnao do. ) X i

CANPHAILAM Gi KHIDUNG THUGC QUA LIEUKHUYEN CAO?

Cach xtrtri qualiéu

- Néu ban hay bét ky ai khac {nhu tré em} uéng qua nhiéu vién thudc, hay
gap ngay bacsihoactsikhoa Hoi sic - Cap cliu cla bénh vién gdnnhat.

- Khéng cé théng tin cu thé vé diéu tri khi srdung qué liéu Co-Dovel 150
mg/12,5 mg. Bénhnhan nén dugc giam sat chat ché, nén didu tri triéu ching
vanang d8. Dé nghixdtrl bao gom gaynénva/hoédc ria daday. Than hoat c6
thé dugc st dung trong didu triqualiéu. Cac chat dién gidi va creatinin huyét
thanh nén duigc theo doi thuong xuyén. Néu ha huyét ap xay ra, bénhnhan
nén dugc dit tuthéndm nglra, nhanh chéng bi nugcva dién gidi.

- Irbesartan khéng loai trif boi sy thadm tach mau. Mdc 86 thai tru
hydroclorothiazid bai sythdm tach mauthi khéng 16.

NHUNG DIEU CANTHANTRONG KHIDUNG THUGCNAY:

-Bénh nhan gidmthét(ch - Ha huyét ép: Co-Dovel 150 mg/12,5 mg hiém khi
gay ha huyét ap triéu chung & bénh nhan ting huyét ap khéng c6 yéu t6
nguy co khac cla ha huyét ap. Ha huyét &p triéu ching co thé sé xdy ra &
nhing bénh nhan giam thé tich va/hodc gidm natri do diéu tri thudc lgi tidu
manh, ché &6 &n han ché mudi, tiéu chay hodc nén muia. Cac tinh trang nay
phai dugc diéu trj truéckhi bt ddu dang Co-Dovel 150 mg/12,5mg.

- Hep déng mach théan - Tang huyé&t ap mach mau than: Tang nguy co ha
huyét ap ndng va suy than khi bénh nhan bi hep déng mach than hai bén
hoac hep dong mach than ciia mét than duy nhat dugc diéu tri bang thudc
uc ché men chuyén angiotensin hodic cac chét déi khang thu thé
angictensin Il. Cac tdc dung nay tuy khéng ducc ghi nhan véi Co-Dovel 150
mg/12,5 mg, nén du bao dugctac dung tuong tycothéséxayra.

- Suy than va ghépthan: Khi Co-Dovel 150 mg/12,5 mg dugc sirdung & nhimg
bénh nhan suy than, khuyén céo theo doi dinh ky néng d6 kali, creatinin va
acid uric huyét thanh. Khéng c6 kinh nghiém lién quan dén viéc diung Co-
Dovel 150 mg/12,5 mg & bénh nhén cdy ghép than gan day. Co-Dovel 150
mg/12,5 mg khéng nén dugc sti dung & bénh nhan suy than nang (dé thanh
thai creatinin < 30 ml/phat). Tang uré huyét lién quan |gi tiéu thiazid 6 thé
xay ra & nhiing bénh nhan suy than. Khéng cén diéu chinh [iéu & bénh nhan
suy than c6 d6 thanh thai creatinin = 30 ml/pht. Tuy nhién, két hop liéu c&

thudc gian mach khac, than trong d&c bigt dugce chi dinh & nhing bénh
nhan bi hep van déng mach chd hodc van hai la hodcbénh cotim phi dai tac
nghén.

- Cuong aldosteren tién phat: Bénh nhan cuting aldosteron tién phat thudng
khéng dap ing véi cac thudc ha huyét ap tac déng théng qua su uc ché hé
renin- ang\olenswn Dodo,khong nénstrdung Co-Dovel 150mg/12 5mg

- Tac dung noi tiét va chuyén héa: Diéu tri voi thiazid c6 thé |am giam dung
nap glucose. G nhimg bénhnhan déi thao dudng, cé thé can diéu chinh liéu
lugng insulin hodcthudc ha dudng huyétdueng udng. Bai thae dusngtiém
&n cothé biéu hién trong khi diéutrivéithiazid.

Tang nong d6 cholesterol va triglycerid lién quan véi diéu tri bing thudc lgi
tiéu thiazid, tuy nhién &liéu 12,5 mg chua trong Co-Dovel 150 mg/ 12,5 mg,
tacdung nay |a khong co hodcratit.

Tang acid uric huyét c6 thé xay ra hodc bénh gout c6 thé trdm trong hon &
motsébenhnhan dugcdiéutri bangthiazid.

- Mt can bang dién giai: Nhu bét ky bénh nhan dugc diéu tri bing thubc loi
tidu, xac dinh dinh ky cac chét dién giai trong huyét thanh nén dugc thuc
hién & cackhoang thaigianthich hop.

Thiazid bao gém hydroclorothiazid, c6 thégay ra sy mét can béng dich hodic
chéat dién giai (ha kali huyét, ha natri huyét va nhiém kiém ha clorua huyét}.
Déu higu cdnh bao sumét can bing dich hodic dién gidi |a kho miéng, khét
nuac, suy nhugc, hén mé, buén ngd, bén chén, dau co hodc chudt rat, mét
mdi co bip, ha huyét ap, thidu niéu, tim dap nhanh, réi loan tieu héa nhu
budnnén hodcnén.

Mac du ha kali huyét c6 thé tién trién khi st dung cac thudc |gi tiéu thiazid,
diéu tri déng thi véiirbesartan c6 thélam gidm ha kali huyét dogi tiéu gay
ra.Nguy co ha kali huyét caonhat [a ¢ bénh nhan xd gan, bénh nhan tang bai
niéu nhanh, bénh nhan khéng bu 40 cac chét dién gidi va bénh nhan dugc
diéu tr] déng thoi vai corticosteroid hodc ACTH. Ngugc lal, do thanh phéan
irbesartan cia Co-Dovel 150 mg/12,5 mg, téng kali huyét c6 thé xay ra, dac
biét [a su hién dién cGia suy than va/hodc suy tim va bénh déi thao dudng.
Khuyén cao theo doi ddy di kali huyét thanh & nhing bénh nhan cé nguy
co. Thudc |gi tiéu tiét kigm kali, b6 sung kali hodc ché phdm muéi thay thé
chra kali nén dugcsidung than trong voi Co-Dovel 150mg/12,5 mg.

Khéng c6 bang ching cho thay irbesartan sé lam giam hoac ngan chan ha
natri huyé&t gay ra béi |gi tiéu. Thidu hut clorid thuding nhe vathuéng khéng
can didutr.

Thiazid c6 thé lam gidm thai tri calci niéu va géy tang nhe va lién tuc caldi
huyét thanh ma khéng ¢6 cac 161 loan cla sy chuyén hoa cald. Tang caldi
huyét dang ké c6 thé la bang ching clia cueng can giap tiém an. Nén ngung
thiazid trusc khilam xét nghiém chicnéng tuyén cangiap.

Thiazid c6 thé lamtang sy bal tiét magnesi qua nudctiéu, cothédén dén ha
magnesi huyét.

- Lithi:Két hop lithivaCo-Dovel 150 mg/12,5 mg khong duoc khuyén céo.

- Xét nghiém chéng doping: Thanh phan hydroclorethiazid trong thudc nay
cothé gay két quaphantich duongtinh trong xét nghiém chéng doping.

- Chung: O nhiing bénh nhan cé truong luc mach mau va chicnang than phu
thudc chd yéu vao cac hoat déng cda hé renin-angictensin-aldosteron (nhu
bénh nhan b} suy tim sung huyét néng hodic bénh thantiém én, bac gém hep
dong mach théan), diéu tri bing thusc dc ché men chuyén angiotensin hodc
thusc @81 khang thu thé angiotensin Il dnh hudng dén hé théng nay lien
quan v ha huyét ap cap, tng uré huyét, thiéu niéu hodc suy than cép hiém
gap.

Nhu voi bat ky thudc chéng ting huyét ép nao, ha huyét ap qué muc &
nhimg bénh nhan cé bénh tim thiu mau cucbd hodc bénh timmach thigu
méu cuc bé c6thé dan dénnhdimau cotim hodc d6t quy.

Phén ung qua man véi hydroclorothlazid c6 thé xdy ra & nhiing bénh nhan
6 hodc khong cé tién st diing hoaic hen phé quan, nhung nhiéukha ning
xay radnhimg bénhnhan c6tién stnhuvay.

Su dung cacthudclgitidu thiazid [am trém trong hodc kich hoat bénh lupus
ban &6 héthéng daduoc bao cao.

Cactruéng hep phan ung nhay cdm véi &nh sang da dugc béo cao vdi thusc
Igi tiéu thiazid. Néuphan ing nhay cdm véianh sang xay ratrong khidiéu tri,
nén ngling didu tri. N&u cén thiét phai uéng lai thudc Igi tiéu, khuyén céo
baové viing cothétiép xGcvéi anh néng mat tréfi hodctia UYAnhan tao.

- Néu ban khéng dung nap voi mét sé loai dusng, hay héi bac si cia ban
truéc khi strdung.

-Canthj cdpvatang nhan ap goéc déng cép tinh tha phat: Thudcsulfonamid
hojc cac dan xuat sulfonamid c6thé gay ramét phan ung dac (mg, dén dén
cén thjtam thoiva ting nhan ap goc dong cép. Trong khi hydroclorothiazid
la mbt sulfonamid, chi cac truong hgp riéng |é cla tang nhan ap géc déng
cdp da dugc béao céo cho dén nay voi hydroclorothiazid. Cac triéu ching bao
gdm khéi phat cdp tinh giam thi luc hoac dau mat va thuong xay ra trong
ving vai gis dén vai tudn bit d8u dung thudc. NEu khéng diéu tri tang nhan
ap géc dong cip cé thédan dén mét thi lucvinh vién.Viec diéutr] chd yéu la
ngung ding thudc cang nhanh cang tét. Phucng phéap diéu tri y té hoac
phéu thuét ngay c6 thé can dugc xem xét néu nhén dpvén khéng kiém soat
dugc. Cacyéu té nguy co tién trién bénh tang nhan dp géc dong cp c6 thé
gbmtién strdimgvdi sulfonamid hodc penicillin.

-Thuéccd chia mau Sunset yellow E110,c6 thé gay céc phadn ing djung.
Phu nitcé thaiva cho conbi:

Théng bao vdibacsinéu ban dang mang thai hay cho con b,

*Thoiky mang thai:

- Thiazid qua dugc hang rae nhau thai va xudt hién trong mau day rén. N6 co
thé 1a nguyén nhéan gay gidm su 6 mau qua nhau thai, r6i loan chat dién
gial thai nhiva c6 thé c6 cac phén ing khac nhu da ting xuét hién 8 ngudi
truéng thanh. Truéng hep gidm tiu cdu &tré so sinh hodc thai nhi hodc tré
vang da so sinh da duoc bao cao 1a do ngusdi me diéu tri voi thiazid. Thuée
khong dugc khuyén ding trong 3 thang dau cda thai ky. Bénh nhén cén
dugcchuyén hudng diéu tri thich hoptrugckhidydinh co thai,

-Trong 3 thang gitrava 3 thang cudi thai ky céc thudc tac ddng tryctiép trén
hé théng renin-angiotensin-aldosteron c6 thé 1a nguyén nhan gay suy than
thainhi hodctrésosinh, gidm sansonaothai nhivangay ca chétthainhi,do
do6 chéng chi dinh diing thudc trong 3 thang gifra va 3 thang cudi thai ky.
Néu phat hién ¢6 thai trong thei gian diéu tri, nén ngling ding thuéc cang
s6m cang t6t, cin kiém tra so ndo va chicnéing than bng situadmky, néudo
soyda diéutrithoi gian dai.

*Theiky cho con bu: Do cac tac dung d6c hai co kha nang xay ra déivoitré
b stra me, chdng chi dinh dung thudc trong théi gian cho con bu. Chua ré
irbesartan c6 bai tiét qua stia ngudi khéng. N6 dugc bai tiét qua sifa chudt
céng dang cho con bu. Thiazid xuét hién trong sifa nguai va cé thé han ché
sutiét sira.

Anh huéng ctia thudc ddi véi cdng viéc (ngudi van hanh méay méc, dang
lai tau xe, ngudi lam viéctrén cao vacactrudng hop khac):

Than trong dung thudc khi lai xe, van hanh méy méc hodc ngusi [am viec
trén cao (cdn chd ¥ la thinh thodng chéng méat hodc mét 14 c6 thé xay ra
trong thai gian diéu tr] tang huyét ap).

KHINAO CANTHAMVAN BAC STHOACDUOCST?

Td hudng ddn st dung néu tém tat cac théng tin quan trong cla thudc.
Néucan thém théng tin, xinhéiykiénbacsthoac dugcsi,

HAN DUNG CUATHUOC: 36 théng kétirngay san xust.

€O SO SAN XUAT:
CONGTY CG PHAN XUAT NHAP KHAU Y TEDOMES CO
&t Dia chi: S8 66, Qubc 6 30, Phusng My Phu, Thanh phé Cao Lanh,
TinhBoéngThap

pomEsco Diénthoai:0277.3851950

NGAY XEM XET sUA B0, CAP NHAT LAI NOI DUNG HUONG DAN sUf
DUNG THUGC: 22/06/2017.




