
COAPROVEL”® 150/12,5 mg 
irbesartan / hydrochlorothiazid 
vién nén bao phim 

Thude ban theo don. 
Boc cdn than déy di toa hurdng dan sir dung thude true khi citing. 
Néu can thém théng tin, hay hdi bac sT hode durgre sf. 
- Hay gir toa huréng dan sir dyng thudc nay. Ban oé thé can digc lai, 
- Thude nay duc chi dinh riéng cho ban, ban k nén dua cho ngudi khac 
ding ngay cA khi ho o6 théu ching gidng ban, vi cd hai cho ho, 

- Néu bat ky tae dung phy nao try nén trong, hodc ban ghi nhan cé bat 
Hy a ong pear fe Mera ms Fa onng ben ese) ny Dy as ci le of hos 
UG SI. 

THANH PHAN 
- Hoat chat chinh: irbesartan va hydrochlorothiazid. 

Mai vién nén bao phim CoAprovel 150/12,5 mg chira 150 mg irbesartan va 12,5 
mg hydrochlorothiazid., 

- Ta duerc: lactose monohydrate, microcrystalline cellulose, natri croscarmeliose, 
hypromeliose, silicon dioxide, magnesium stearate, titanium dioxide, macrogol 
3000, cde oxide sAt dé va vang, s4p carnauba. 

DANG BAO CHE VA QUI CACH BONG GOI 
Vin nén bao phim CoAprovel 150/12,5 mg mau hang dao, hinh bau dyc, hai mat 
Idi, mot mat cd hinh qua tim in chim va mat kia khdc od "275", 

CoAprovel 150/12.5 mg dugrc déng trong vi 14, 28, 30, 56, 84, 90 hode 98 vidn. 
Hép 56 vi theo den vj lidu x 1 vidn nén bao phim a4 phan phdi trong bénh vidn 
efing s4n cd. Trén thj trurdng ad thé khéng cd day di cac dang déng gai. 

CHI BINH 
CoAprovel la mét phdi hop ctia 2 hoat chat, irbesartan va hydrochlorothiazid. 
irbesartan thuée nhém thude déi khang thy thd angictensin-l. Angiotensin-Il la 
mét chét do co thé sinh ra, khi gdn ldn thy thé cfa nd & mach mau lam co mach 
mau. Két quad la lam tang huyét dp. Irbesartan ngan chdn vite gdn cia 
angiotensin-Il ln thy thé nay do dé lam mach mau glan ra va lam ha huyét ap. 
Hydrochlorothiazid la mét thudc trong nhdm thude igi tidu thiazide cd tae dung 
lam tang lurgng nude tidu va do dé lam gidm huyét ap. 
Hai hogt chat trong CoAproval cling lam ha huyét dp tht hon la khi ding riéng 1 
tirng thanh phan. 

CoAprovel duc chi dinh ding cho nhimng bénh nhén tang huydt ap (tang huyét 
ap nguyén phat), khi didu tr] ri€ng i@ voi irbesartan hoge hydrochlorothiazid ma 
van khéng kiém soat dugc huyét 4p mét cach théa dang. 

CACH DUNG, DUONG DUNG VA LIEU DUNG 
Luén ludn tuan theo chi d&n cia bac sT danh cho ban. Ban phai hdi lai bac sT hoc 
duc sT ndu ban khéng chae chan. 

Lidu lusyng 
Liéu théng thurdng cla CoAprovel ld 1 hoadc 2 vién mot ngay. Théng thurdmng 
CoAprovel dugec bac sT ké toa cho ban khi cdc didu tr tang huyét ap tre dé 
khOng di d4 ha huyét 4p cla ban. Bac sf 88 hung dan ban cach chuyén ti didu 
tr trunée dé sang didu tr voi CoApravel. 

Cich ding 
Dong bang dureng udng. Vién thudc nén dug nudt vei mét long chat king 
thich hep (nhur mt fy nud). CoAprovel od thé dure udng trong hodic ngoai bira 
An. Ban nén udng lidu thudc hang ngay vao cing mét thei didm trong ngay. Bidu 
quan trong l& ban phai str dyng CoAprovel liém tuc cho dén khi bac sT quyét dinh 
ding phurong cach khac. 
Hiéu qué ha ap téi da dat due trong vong 6 = 6 tudn sau khi bat d4u didu tr. 
Tré om khéng nén ding CoAprovel 
Tré em durdi 18 tudi khdng duc udng CoAprovel. Néu mét tré em nudt vai vién 
thudc, phai di gap bac si ngay lap tire, 

Néu ban quén udng CoAprovel 
Néu ban tinh cd quén udng mét lidu hang ngdy, cir wing ligu ké tidp nhur binh 
thurdng. Khéng durgte uding gap adi lidu 44 bo cho lidu 4a quan. 
Néu ban od thém bat cir thdic méc ndo vé vide sir dung thudc nay, hay hdi bac sT 
hay dure si cia ban. 

CHONG CHI BINH 
Khéng durrc ding CoAprovel 

- néu ban bi dj tng véi irbesartan hod&e bdt ky thanh phdn nao chira trong 
CoAprovel 

- néu ban bj dj dng véi hydrochlorothiazid hode bat ky thudc od d&n xudt 
sulfonamid 

- néu ban dang cd thai hen 3 thang (tét nhdt lA nn tranh ding CoAprovel tir Ide 
bat dau 4 thai - xem myc Phy ni od thal) 

- néu ban dang bj bénh gan hay than nang 
- néu ce thé ban gdp cae can tré tao ra nude tidu, 
- nu ban cd bénh ly lam tang lugng calci hay giam kreng kali kéo dai trong mau. 
Khéng nén. ding CoAprovel cho tré em (dudi 18 tudi) 

THAN TRONG KHI DUNG 
Hay bdo cho bac si ndéu ban g4p mét trong cae tinh trang sau: 
- tidu chay hay di mira nhiéu 
- van dé vé than, hodc dang ghép than 
- van d& vé tim 
- van d4 vé gan 

- Gai thao dyong 
- luput ban 43 (cn durge gol lA bénh luput ban 46 rai rac) 
- tang aldosteron nguyén phat (bénh cé lién quan dén san xudt ra nhiéu hormon 
aldosteron, lé nguyén nhan ivru gif natri va ké dén lam ting huyét ap). 

Ban ciing can phai bao cho bac si néu: 
- ban dang theo ché 46 4n kiéng it mudi. 
- ban cd nhirng dau hidu nih khat nurdre bat thurdyng, khd miéing, mat nhoc, budn 

ngu, co that co géy dau, budn nén, nn hay nhjp tim nhanh bat thudng co thé 
chi didm cho mét tac dgng qua mirc cla hydrochlorothiazid (chira trong vién 
CoAprovel). 

- ban da timg bj ting nhay cam da véi anh sang mat tréi vei cac tri€u ching 
béng ndng (nhu dé birng, ngcra, sung phing, gidp da) xuat hign nhanh hon 
binh thurerng. 

- ban s4p phai phdu thudt hodc phai gay mé. 
Hydrochlorothiazid chira trong vién thudc nay cé thé cho két qua durang tinh khi 
xét nghiém chdng doping. 

TUONG TAC THUOc VA CAC TLTONG TAC KHAC 
Thing bao cho bac si hodc duge st cla ban biét céc thuéc ban dang sir dyng 
hode vira sir dyng, bao gim ca cac thudéc khdng can ké toa. 

ac thud tr ting huyAt ap khac: hitu qua tri ting huyét 4p cla CoAprovel cé thé 
tang thém khi ding déng cdc thudc tr ting huyét 4p khac 
Lithium: khuyén edo khdng nén phdi hep lithium va CoAprovel. Néu sy phdi hgp 
durge chirng t6 la can thidét thi khuyén c4o phai theo déi c4n than ndng dé lithium 
huyét thanh. 

ube anh li; tac dong mat kali cla hydrochlorothiazid due 
lam yéu di do tac d6ng gif kali cla irbesartan, Sir dyng ddng thei vi cac thude 
igi tidu gid kali, ba sung kali, c&c mudi thay thé od chira kali hode cdc thudc khae 
eé thé tang mirc 46 kali huyét thanh (nhw natri heparin) cd thé ddn dan tang kali 
huyét thanh, Khuyén cao theo déi thda dang ndng 46 kall huyét thanh & nhdng 
bénh akan mguy ce. 

Cac thudc bi anh i i (nhu cae glycoside 
digitalis, cdc thude chdng loan nhip); can theo d&i dinh ky kali huyét. 

Géc hubs bhana viém khong steroid: the dung tf Lang huySt dp clla CoAprovel ob 
bj glam di, 

Cac thang tin bd sung vé tong tac cla hydrochlorothiazid: 

Rurgu : cé kha nding xay ra tut huyét ap tu thé: 
Cac thude tn dai thdo durdng (cde thude udng va insulin): o6 thé phai diéu chinh 
lidu cia cdc thude tr dai thao duréng. 

Cac nhya treo ddi ion colestyramine vé colestipol: sy h4p thu hydrochiorothiazid 
hem di. 

(Cac corticosteroid, ACTH: gia tang mat eae chat dién gidi, nhat ld ha kali huydt; 
C4e glycoside digitalis: thiazide gay ra ha kali huyét hodc ha magnesi huyét lam 
d& khéri phat ri loan nhip tim gay ra do digitalis. 

Cae thudc chdng viém khdéing steroid : c6 thé lam giam tac d4ng Ii tidu, giam bai 
tiét sodium niu va gidm tae déng ha huyét 4p cia thude Iai tidu thiazide & mat sé 
bénh nhan: 

Cae amin ting huyél 4p (nhur noredrenaline): tac dng cla cdc amin ting huyét 
4p cé thé bi giam di, nhurng khéng dd 44 ngdin can vide sir dyng ching; 

Cac thude gidn co van khding Khu eye (nhu tubocurarine): hydrochlorothiazid lam 
tding tac dang gidin ce van khéng khér cy; 

Thude ff bénh gout: hydrochlorothiazid cé thé lam tang acid uric huyét thanh, 
ting ty lé phan dmg qua m4n véi allopurinol. 

Céc mudi canxi: thudc Igi tidu thiazide cd thé lam tang ndng 46 canxi huydt thanh 
do lam gid bai tidt canxi. 

Cin phai xét nghiém mau néu ban sir dyng: 
- nhirng loai t bé sung kali, 
- ede chat mudi thay thé oé chira kali, 
- céc loai thud gidr kali hode cdc thude igi tidu khac, 
- thudéc nhuan trurdmng 
- thude dildu tr) bénh gout 
- thuds b4 sung vitamin D 
- thudc kiéim soat nhip tim 
- ede thude tr) dai thdo dudng Song eding hoe eu 
- carbamazepine (mot loai thud di li idle 
Can thing bdo cho bac si néu ban dang ding ha huyét ap khac, cac steroid, 
thude didu tri ung thur, thudc gidm dau, hodc thude tri vier khérp. 

Dung CoAprovel chung voi thire dn va thirc udng 
CoAprovel cd thé dug uding cling hode khéng cling vd thire An. 
Do hydrechlerothiazid chira trong CoAprovel, néu ban udng nrqu khi dang 
didu tr) thudc nay, od thé ban cd cam gidc chodng vang & tu thé ding, nhat la khi 
ding lin ti tur thé ng di, 

PHU NO co THA! —NUG!I CON BANG SFA ME 
Phy ni cé thai 
Can bao cho bac si bidt néu ban cd thal, hodc od thé cd thai. Thing thudng bac 
si $4 khuyén ban ngung ding CoAprovel trréc khi of thai hodc ngay khi ban bidt 
minh cd thal va s6 khuyan ban ding thudc khac thay thé cho CoAprovel, 
CoAprovel khéng duoc khuyén ding trong cae thang dau cia thai ky va khang 
duge ding khi d& mang thai hon 3 thang, vi thudc o6 thé la nguyén nhan gay 
nguy hidm cho tré néu ngudi me ding thudc nay sau 3 thang dau cia thai ky. 
Phy ni? dang thé ky nudl con bing sira me 
CAn bdo cho bac sT bidt mdu ban dang hode bat dAu nudi con bang sia me. 
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Khéng duec ding CoAprovel cho phy nit dang nuéi con bang sira me, va bac si 
sé chon hudng didu tri khac cho ban, nhat la khi con ban con so sinh hodc thidu 
thang. 

LAI XE VA VAN HANH MAY MOC 
Chuva thyc hién nghién ciru nao vé tac déng cua CoAprovel d4i véi kha nang lai 
xe va van hanh may méc. CoAprovel khdng chdc cd gdy anh hudmg dén kha 
nang lai xe hode didu khién may mac. Tuy nhién, ther gian didu tr) ting huydt 
ap, choding vang hodc mét mdi d4i khi cd thé xdy ra. Néu cd ning triéu chang nay. 
ban can phai tham khéo y kién cia bac sf trurde khi lai xe hode van hanh may mdc. 
Théng tin quan trong vé mét sé ta duyc cia CoAprovel 
CoAprovel cé chira lactose. Néu ban khéng dung nap mét sd loai duding (vi dy 
nhur lactose), ban cAn bao cho bac s7 bidt truréc khi dung thudc nay, 

TAC DUNG KHONG MONG MUON 
Gidng tét cd cac thudc, CoAprovel of thé gay ra nhing tac dyng khdng mong 
mudn. Mat vai tac dung phy od thé tram trong va déi hdéi phai duge theo ddi y 
Khoa. 
Hidém gdp cac phan tng dj dmg da (phat ban, ndi mé day}, cing nhu sung phdng 
khu tri & mat, moi vavhode lui & cac bénh nhan udng irbesartan. 
Néu ban cé nhirng tridu chirng nh trén hode khdé the nén ngung ding 
CoAprovel va di gap bac sl cia ban ngay lap tirc. 

Trong cac nghién ciru lam sang déi vai banh nhdn ding CoAprovel, cdc tac dung 
phy sau day 44 duce bao cao: 

Thureng gap (1-10 tran 100 bénh mhan): 
- budn nénindn, 
- iu bAt thudng, 
~ mgt moi 
- choding vaing (bac gdm khi dimng lén tir tu thé nam hade ngdi) 
- cdc xét nghiém mau cho thay tang néng d6 men do chire nding cla co va 
cua tim (creatin kinase) hode tang ndng 46 cba cdc chdt do lrdng chirc nang 
than (uré mau, creatinin). 

Néu ban gap bat ky t4c dying phy nado ké trén, hay bao ngay cho bac sI. 

it gap (1-10 trén 1000 bénh nhan): 
- tiéu chay, 
- huyét ap thép, 
= ngat, 
- tang nip tim, 
~ phirng dé mat, 
- sung phdng, 
- réi loan chire nding tinh dye va cuong durcng, 
- xét nghiém mau cho thdy ndng di kali va natri trong mau thap. 
Néu ban gap bat ky tac dyng phy nado ké trén, hay bao ngay cho bac si. 

Mét.s4 tac dung phy ngoai 7 duge bdo cAo ké tir khi CoAprovel fru hanh trén thy 
truéng nhurng khéng ro tan 4 nhur: dau dau, kéu vo vo & tai, ho, réi loan Wj gide, 
khé tidu, dau nhirc khop va co, réi loan chire nding gan va gidm chirc nang than, 
tang kali mau, va c4c phan dng dj dng nhu phat ban, ndi m4 day, sung phdng 
mat, mdi, migng, luéi hodc hong. Hiém gap cac trurdng hop vang da (vang da 
vavhode wang trong trang cia mat). 
Gidng nhy bat cor phdi hep hai hoat chat thudc, khéng thé loai trir cdc tac dyng 
phy di kém vei tirng hoat chat. 

Tae dyng khéng mong mudn khi ding irbesartan don thudn 
CQ nhirng bénh nhan wong irbesartan den thudn, ngoai cdc tac dyng phy ké trén, 
con cd thé gap dau ngirc. 
Tae dung khong mong mudén khi diing hydrochlorethiazid don thudn: an mat 
ngon; kich thich da day; co that da day; tao bén; vang da e vang mat: viém 
tuy 66 dae didm la dau nhidu & ving thurgng vi, thuémg od budn ndén va ndn; ri 
loan gide ngi; tram cam; mé mat: gidm bach cdu cd thé din ddén hay bj nhiém 
trung: sdt; gidm tidu cu (mét loal tb bao mau cd vai trd quan trang trong dding 
mau); glam hdng cau (thi@u mau) bidu hién nh mét mdi, dau dau, khé thé khi 
gang strc, chéng mat, va niém mac tai; bénh than; cdc rac réi vé phdi bao ghm 
vid phdéi hoae tang tidt dich trong phdi; da tang cam voi anh sang trévi; vider 
cac mach mau: bénh & da bidu hién tréc da toan than, luput ban dé hién phat 
ban tran mat, cd va da dau; cdc phan ing dj ing: yéu co va co that co, thay ddi 
nhip tim: tyt huyét dp tu thé; surng phding tuydn nude bot; tang dung huyét; od 
durtng trong nurérc tidu; tang vai loai mé trong mau; tang ndng 4} acid uric trong 
mau od thé din dén bénh gout. 
Cae tac dyng phy di kém véi hydrochlorothiazid © thé tang véi lidu ding cao hon. 
Néu ban gap bat ky tac dying phy nao tré nén tram trong hode chura durge list ké 
trong te huding d&n str dung thude nay, hay théng bao cho bac si hode duce si 
eta ban, 

DUOC LIC HOC 
Nhdém durgc ty diéu tr: 41 khang thy thé angiotensin II, phdi hop 
ATC code CO9DAD4. 
CoAprovel lA phéi hop cia mét thudc d4i khang thy thé angiotensin- la 
irbesartan, vA mét thudc qi tidu thiazide lA hydrochlorothiazid. Sy phdi hep cia 
e4e thanh phan nay tao ra hidu qua tr] ting huyét ép cing tham, lam gidm huyét 
4p nhidu hen so véi khi ding riéng 16 ting thanh phan. 

Irbesartan 14 mot thudc manh, tac dong qua duémg uding, déi khang chon Ipc trén 
thy thé angiotensin-I} (phan nhém AT,). Thudc ngdn chan toan bé tac dang cua 
angiotensin-ll qua trung gian thy thé AT, bat ké ngudn ge hade con dung ting 
hep cla angiotensin-ll, Bi khang chon Ipc thy thé cla angiotensin-I (AT;) lam 
tang ndng dé renin huyét tueng va néng 46 angiotensin-ll, lam gidm ndng dd 
aldosteron huyét tuwong. Irbesartan cé tac déng ma khdng can phai qua chuyén 
hda chat haat dng. 

Hydrochlorothiazid lA mét thudc Ipi tidu thiazid. Thiazid tac dng tran cor ché tai 
thu didn gidi tai dng than, lam tang tryc tidp sy bai tidt natri va clor véi sé 

iugng x4p xi nhau, Tac déng cla hydrochlorothiazid lam gidm thé tich huyét 
tureng, ting hoat tinh renin huyét trong, ting bal tiét aldosteron kéo theo lam 
tang mat kali va bicarbonat, lam giam kali huyet tueng. Théng qua tac dng chen 
hé thing renin-angiotensin-aldosteron cia irbesartan, viéc sir dung déng thé 
irbesartan voi hydrochlorothiazid ed khuynh hurdémg bd trir lai vide maAt kali, Khi 
diing hydrechlorothiazid, tac dung I tiéu khéi phat trong vdng 2 git, va tac déng 
dal mirc cao nhat trong vdng 4 git va kéo dai tac dung tir 6-12 git. 
Vide phdi hep hydrochlorothiazid va irbesartan tao ra vide gidm huyét 4p véi higu 
tg cong thém qua suét bién dé lidu didu tr] cia thudc. 
Tac dng lam ha huyét 4p ctia irbesartan khi két hop véi hydrochlorothiazid la 
thdy rd sau lidu dau tién va hidn didn vé cin ban sau 1-2 tuAn, hiéu qua nay dat 
téi da sau 6-8 tudn. 

DUC BONG HOC 
Vide sir diyng déng thai hydrochlorothiazid va irbesartan khéng tac déng lén dugc 
dong hoc cla mi thudc. 
irbesartan va hydrochlorothiazid la nhirng thud tac déng qua dudng udng va 
khéng di hdi phai chuyén dang sinh hoe dé cd heat tinh, Khi ding CoAprovel 
qua durtmg uding, d6 sinh kha dyng tuyét dd la 60-80% cho irbesartan va 50-80% 
cho hydrochlorathiazid. Thire an khéng g4y anh hudng lén 46 sinh kha dung cla 
CoAprovel. Ndng 46 dinh huyét tuong cla thude sau khi uding dat duge trong 1.5 
- 2 gif voi irbesartan wa 1 - 2,5 old vel hydrochlorothiazid, 

Ty 18 gan két cia irbesartan véi protein huyét tuong 14 khoding 96%, gdn két 
khdng dang ké véi cdc thanh phan té bao mau. Thé tich phan bé eda irbesartan la 
53-93 lit. Hydrochlorothiazid gan két 68% véi protein huyét tueng va thé tich 
phan bé bidu kién [a 0,83 - 1,14 Veg. 
Thai gian ban hdy cia irbesartan la 11-15 gid. Trang thai 4n dinh cia ndéng dd 
thud trong huyét tung dat duge sau 3 ngay sau khi khéi tri theo phac 44 udng 
mét lan mdi ngay. Khong can thidt chinh lidu & ngudi cao tudi. Théi gian ban hoy 
trung binh trong huyét tureng cua hydrochlorothiazid thay ddi tir 5 - 15 giv. 
Irbesartan duce chuyén héa & gan qua glucuronide lién hep va oxy héa. Co durdi 
2% lidu ding duoc bai tiét qua nurrc tidu | irbesartan & dang khéng thay 4di. 
Hydrochlorothiazid khéng duec chuydn héa nhung nhanh chdng bi than thai triv. 
Cé it nhdt 61% lidu udng vao duce thai trir dudi dang khOng didi trong vong 24 
giv. Hydrochiorothiazid qua duge nhau thai nhung khéng qua dure hang rao 
mau nao, va duce bai tit vao sika me. 
Suy than: & nhOng bénh nhén bj suy than hoge nhirng bénh nhan dang thaém tach 
mau, c&c thong sé duc déng hoc cia irbesartan khang bj thay dO] dang ké. 
Irbesartan khéng bj tham tach mau loai tri. Cf nhdng bénh nhan cé 46 thanh thai 

creatinin < 20 mi/phit, thei gian ban hdy cia hydrochlorothiazid duc ghi han 

tng dén 21 git. 
Suy gan; & nhirng bénh nhan bj xe gan nhe dén vira, cde thing sé duge ly cla 
irbesartan khong bj thay a4) dang Ka Cac nghién cdr chua duge thye hién & 
hing banh nhan bj suy gan nding, 

QuA LIEU 
Néu nhé udng qua nhidu vidn thudc, phai dén gap bac si ngay lp tire. Bidu hi 
qua lidu eda irbesartan thuréng gap Ia tut huydt ap va thay déi_nhijp tim. Qua lidu 
do hydrochlorothiazid thudng di kém véi sut gidm cdc chat didn gidi trong huyét 
thanh va mat nude do igi tidu qua mere, Cac tridu chirng hay gap la budn nén va 
budn ngil lo me. 
Bénh nhan cdn duge giam sat chat ché, didu tr trigu ching va nang d&. Vide xir 
ly phy thuéc vae thé gian ké tir lic udng vao va d6 nang cia céc trigu ching, 
Cac bién phap 44 nghi trong xi tri qué fidu bao g4m gay nén va/hoge nva da day, 
cd thé sir dyng than hoat. Phai theo di thudmg xuyén cdc chét dién gidi va 
creatinin huyét thanh. Néu tut huyét ap xdy ra, bénh nhan nén duc dat & tur thé 
nam ngira, nhanh chéng bd nude va dién gidi. 

BAO QUAN 
£4 thude ngoai tim vii va tam nhin cia tré em. 
Khang diing thudc qua han ding da ghi trén vd hép va trén vi thudc. 
Bao quan thude & nhiét dé dud 30°C 
Bao quan thude trang hép thudc 44 tranh bj hut 4m < 
Khéng duoc bd thudc vao nude thal hode thing rac gia dinh. Hay hdl duce si 

cach hiy thud khéng can ding nia. Cac cach xr ly nay gidip bao vé mal trurtrng. 

Nha san xudt: 
SANOFI WINTHROP INDUSTRIE 
1 rue de la Vierge , Ambarés et Lagrave 
F-33565 Carbon Blane cedex, Phap 

Tiéu chudn: Nha san xuat 

Han ding: 36 thang ké tir ngay san xudt 2
6
0
3
0
0
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