COAPROVEL®150/12,5 mg

irbesartan / hydrochlorothiazid
vi&én nén bao phim

Thude ban theo don.

Boc cén than ddy Al toa huidmg din sir dyng thudc truée khi ding.

Néu cn thém thing tin, hily hdi bac sT hodic dugc sT.

- Hay gitr toa hurdmg din sir dyng thudc nay. Ban b thé cin doc fai,

- Th nawuqemldirmnengmnbm.mnhno;gnenmmmmwc
diing ydwmmwmw.ww hai cho he.

- Néu bit ky the dung phi ndo trl ndn trong, hodic ban ghi nhan ¢ bt
:ﬁmiumpmmmmﬂummmmw.mmmuacﬁm
UG 81,

THANH PHAN

- Hogt chét chinh: irbesartan va hydrochlorothiazid.
M3i vién nén bao phim CoAprovel 150/12,5 mg chira 150 my irbesartan va 12,5
mg hydrochlerothiazid,

- Ta dugre: lactose monohydrate, microcrystalling cellulose, natri croscarmeliose,
hypromellose, silicon dicxide, magnesium stearate, fitanium dioxide, macrogol

3000, céc oxide st 36 va vang, sdp camauba,

DANG BAO CHE VA QUI CACH BONG GOI
Vign nén bao phim CoAprovel 150/12,5 mg méu hbng déo, hinh blu dyc, hai mat
17, mdt mat co hinh qua tim in chim va mat kia khic sb 2875".

CoAprovel 150012,5 mg dugc déng trong vi 14, 28, 30, 56, 84, 90 hodc 98 visn.
HOp 56 vi theo dom vi lidu x 1 vign nén bao phim 43 phan phéi trong bénh vidn
ciing sfin cd. Trén thi trrdmg cb thd khiing cb dy a0 cac dang ddng gdi.

CHI BINH

CoAprovel 1& mét phdi hop cila 2 hoat chét, imbesartan v hydrochiorothiazid,
Irbesartan thuBic nhém thube déi khang thy thd angictensin-l. Angictensin-ll 1a
mdt chét do co thé sinh ra, khi gén 1én thy thd cia né & mach méu ldm co mach
méu. K&t qud 1a ldm t8ng huydt dp. Irbesartan ngin chiin vile gdn cla
angiotensin-ll 1n thy thé nay do 36 lam mach méu gi&n ra va 1am ha huydt 4p.
Hydrochlorothiazid 1 mdt thubc trong nhém thube kyi tidu thiazide cé tac dyng
lam tng lwgng nwdc tidu va do d6 lam gidm huydt dp.

Hai hoat chét trong CoAprovel cing lam ha huyét 4p t4 hom 14 khi diing rigng 1& _

ting théanh phiin.

CoAprovel dugc chi dinh diing cho nhirng b&nh nhén téng huydt 4p (1ang huyét
4p nguyén phat), khi didu trj riéng 18 véi irbesartan hodic hydrochlorothiazid ma
van khéng kiém soét dugc huyét &p mdt cach théa dang.

CACH DUNG, BUONG DUNG VA LIEU DUNG

Ludn ludn tuan theo chi d8n ciia bac sT danh cho ban. Ban phdi hdi lai bac sT Holic
durgre sT ndu ban khing chéic chén.

Lidu lwgng

Lidu théng thuémg cla CoAprovel 14 1 hodc 2 vién mét ngay. Théng thuémg
CoAprovel duge bac 5T ké toa cho ban khi cde didu tr tang huydt 4p trude db
khing dl d& ha hu'zé't #p cla ban. Bdc si s& hudng din ban cach chuydn tir didu
trj trurére A sang didw tr véd CoAproval.

Cach diing

Dung béing dudmg ubng. Vien thubc nén dugc nubt véi mét lugng chit Idng
thich hop (nhur mét ly nwrdre). CoAprovel cd thd duge wdng trong hodic ngoai bira
&n. Ban nén udng lidu thubc hang ngay vao cing mit thér didm ngdy. Bidu
quan trong 13 ban phal sir dyng CoAprovel in tyc cho dén khi bac o7 quyét dinh
ding phueng cach khac.

Hidu qué ha 4p t4i da dat A trong vong 6 - 8 tuln sau khi bt du didu tri.

Tréd am khéng nén ding CoAprovel

Trd am dudi 18 tudi khidng duge ubng CoAprovel. Néu mot tré em nudt vai vien
thudc, phal di gap béc sT ngay Mp e,

Méu ban quén udng CoAprovel

Méu ban tinh cr quén udng mét lidu hang ngdy, cir ubng ibu ké fidp nhw binkh
thudmg. Khang dugie ubng gip doi 1y dé ba cho lidu @2 quén.

Néu ban c6 thém bét cir thiic mée ndo vh vide sl dung thube nay, hay héi bac sT
hay durgie 5T cla ban,

CHONG CHI B|NH

Khéng dugc ding CoAprovel
- ndu ban bi di Ung v&i irbesartan hodic bit ki thanh phin ndo chira frong

CoApravel

- néu ban bj dj tng véi hydrochlorothiazid hodic bit ky thubc cb din xudt
sulfonamid

- néu ban dang cé thai hon 3 thang (tét nhét 1A nén trdnh ding CoAprovel tir ltic
bét dlu ¢b thai - xem muc Phy nir cb thal)

- néu ban dang bi bgnh gan hay thin néing

- niu cor thd ban gap cac can tndr tao ra nuedre tidu.

- niu ban cé bénh i 1am tang lwgng calei hay gidm hrgng kali kéo dai trong mau.

Knhéng nén ding CoAprovel cho td em (dudi 18 tuli)

THAN TRONG KHI DUNG

Hay béo cho bac sTnéu ban gip mdt trong cac tinh trang sau:
- tiéu chay hay &1 mira nhidgu

- viin dé vé thin, hodc dang ghép thin

- vén d& vd tim

- vén 4 v& gan

- 84 thao durtmg

= luput ban dé (con durgre goi & bénh luput ban 6 réi réc)

- tang aldosteron nguy&n phat (bénh cb lién quan dén sdn xult ra nhibu hormon
aldosteran, 14 nguyén nhan luu gid natri va ké dén lam tEng huyst p).

Bgn cng cin phéi bdo cho bac si ndu:

- ban dang theo ché d% an kiéng it mudi.

- ban c& nhimg déu higu nhur khat nurére bit thudmg, khd mitng, mit nhoc, bubn
ngl, co thit cor gy dau, budn ndn, ndn hay nhip tim nhanh bt thuimg c6 thé
ehi didm cho mét tic ddng qué mic cla hydrochlorothiazid (chira trong visn
Cotprovel).

- ban da timg bj tng nhay cAm da v&i &nh sang mat tréi véi cac tridu chimg
mmm(mu d6 birng, ngira, sumg phdng, gidp da) xudt hign nhanh hon

[yl B

- ban sép phdi phiu thut hodc phai gay mé.

Hydrochlorothiazid chira trong vién thudc ndy co thé cho két qué duong tinh khi

wét nghiém ching doping.

TIPONG TAC THUOC VA CAC TUPONG TAC KHAC :

céc thubc khitng cn ke toa.
higu qud tri tiing huyét 4p cla CoAprovel oo thé
g thubc trj ting huyét Ap khac
Lithium: khuyén céo khong nén phdi hep lithium va CoAprovel. Néu sy phii hop
durgre chirg t6 14 cAn thibt th khuyén céo phdi theo d8i cin than ndng a5 lithium
huyét thanh.
ulc dnh li; tac dbng mét kali cla hydrochlorothiazid duge
1am yéu &1 do tic ddng giCr kali cla irbesartan, Sir dyng dling thé v cac thube
Igri tiu gilr kali, b8 sung kali, cac mubi thay thé o6 chira kali hodc céc thube khac
6 thé tang mire d& kali huyét thanh (nhir natri heparin) c6 thé dln dén ting kali
huyét thanh. Khuyén cdo thee d8i thda d4ng ndng d8 kali huyét thanh & nhimg
bénh nhan nguy co.

hube bi i Ii {nhwr cée glycoside
digitalis, céc thufc chéng loan nhip); cn theo dai dinh ky kali huyét.

Wﬁuﬂmﬂm&mawviWth&aﬂcﬁammm
bj gidm di.

Cée théing tin bd sung vé twong téc cia hydrochlorothiazid:

Rumr - ot khi ndng xdy ra tut huydt 8p tuw thé;

Céc thudc trf déi thao dutmg (céc thue uding va insulin); o6 thé phai @du chinh

libu cda cae thube tr] d4i thao durdmg.

Cédc nhya trao ddi ion colestyramine vé colestipol: sy hiip thu hydrochlorothiazid

kéim i,

GCéic corticosteroid, ACTH: gia ting mét cac chiit dién gidi, nhit Ia ha kall huyét;

Cée glycoside digitalis: thiazide gty ra ha kali huydt hodc ha magnesi huyét lam

dé khdi phat réi loan nhip tim géy ra do digitalls.

Ciic thudc chéng viem khéng stercid : o6 thé 13m gidm téc dong Ioi tibu, gidm bai

:glmﬂodiuﬂ nidu vé gidm téc dting ha huyét 4p cla thube loi tidu thiazide & mét sb
nhén;

Céc amin tng huydt dp fnhw norsdrenaling): the dBng cda cAc amin tang huyét

&p cb thé bi gidm di, nhirng khéng di 84 ngén cdn vide sir dung ching;

Ciic thudc gign cor vén khéng khiy cue (nher tubocurarine): hydrochiorothiazid 4m

téing tac ddng gian oo van khing khir cyc;

Thuc tj bénh gout: hydrochlorothiazid o6 thé 1am tang acid uric huyét thanh,

téing ty 18 phédn img qua min véi allopurinol.

Céc mudi canxi; thude lgi tidu thiazide cf thé iam tng ndng g canxi huyét thanh

do lam gidm bai tidt canxi.

Cln phal xét nghigm méu néu ban sir dyng:

- nhirmg loai t bé sung kali,

- che chét mudi thay thé cb chira kali,

- ¢ logi thubc gitr kali hodic céc thubc g tidu khac,

- thude nhugn trudmg

- thusbe didu tr] bénh gout

- thude bd sung vitamin D

- thudc kidm so4t nhip tim

- cée thude trf d4i thao dudng (dang udng hodc insulin).

- carbamazepine (mt logi thude di himhirmg.

Chn théng bdo cho bac 5T nédu ban dang ding ha huyét 4p khéc, cac sterid,
thude didu trj ung thir, thuéc gidm dau, hodc thubc tr vism khip.

Diing CoAprovel chung véi thirc &in va thirc udng

Coppravel cb thd duge ubng cling hodc khong clng véi thire an,

Do hydrochlorothiazid chira trong CoAprovel, ndu ban ubng rugu khi dang
didu tri thudc nay. cb thé ban cé cdm giac chodng vang & tur thé dimg, nhét 1A khi
dirng 1&n tir b thé ngdi.

PHY NOF CO THAI - NUGH CON BANG SUPA ME

Phy nir cé thai

CAn bdo cho béc s7 biét ndu ban cb thai, hodic o6 thé cb thai. Thing thusmg bac
sisékhuyﬁnbanngungdﬂmwmmimmhﬂcmarMimbﬂt
minh cé thai va s& khuydn ban ding thudc khac thay thé cho CoAprovel,
CoAprovel khing dugc khuyén ding trong cac théng @hu cla thai ky va khéng
dwge ding khi 38 mang thai hon 3 t , vi thubc ob thé |4 nguyén nhan gay
nguy hidm che tré néu ngurtr me ding thudc ndy sau 3 thang dlu cla thai ky.
Phy nir dang théd ki nudl con biing sira me

CAn béo cho béc s bigt ndu ban dang hodc bét dAu nudi con bing sir me.




Khong duge ding CoAprovel cho phy nir dang nui con bang sira me, va bac sf
s& chon hudng didu tri khac cho ban, nhit 13 khi con ban cén so sinh hodc thidu
théng.

LAI XE VA VAN HANH MAY MOC

Chua thie higén nghién ciru ndo vé tac dng cda CoApravel déi v kha néng l4i
*e va van hanh may moc. CoAprovel khéng chic co gy 4nh huédmg d&n khé
néng I4i xe hode didu khidn may méc. Tuy nhign, théri gian didu tr tang huyét
ap, chodng vang hodc mit méi ddi khi co thé xdy ra. ©d nhimg tridu chimg nay,
ban cAn phéi tham khao  kién ciia béc sTtneoe khi ldi xe hodc van hénh mdy maée.,
Théng tin quan trong vé mét s ta duge cia CoAprovel

CoAprovel cé chira lactose. Néu ban khéng dung nap mét st loai dwémg (vi dy
nhur lactose), ban cin bao cho bac ST biét trude khi ding thude nay.

TAC DYNG KHONG MONG MUON

Gidng 14t ca cac thube, CoAprovel o6 thé gay ra nhimg tac dyng khdng mong
mudn. Mt vai téc dung phy o thd trim trong va d8i héi phai dugc theo dai y
khoa.

Hiém géip c4c phan (mg d (mg da (phat ban, ndi mé day), cling nhwr sumg phdng
khu tnd & mét, mdi varhodc ludi & cde bénh nhan ubng irbesartan,

Néu ban c6 nhimg trigu chimg nhir trén hodc khé thé nén ngung diing
CoAprovel va di gép bac 5T clia ban ngay I3p tic.

Trong cac nghién ciru 14m sang ddi véi bénh nhan ding CoAprovel, cic tc dung
phy sau ddy 43 dirge bdo cdo:

Thwémg giip (1-10 trén 100 bénh nhén):

- budn nén/nén,

- fidu bét thuémg,

- mit mai

- chodng vang (bao ghm khi dimg 18n tir tir thé ndm hadic ngdi)

- céc xét nghiém mau cho thdy ting néng 48 men do chirc nding cla co va
cda tim (creatin kinase) hodc tang ndng ¢4 cia cac chit do ludmg chie néng
théin (uré méu, creatinin),

Néu ban gap bt ky te dyng phu no ké trén, hay béo ngay cho béc s,
it géip (1-10 trén 1000 bénh nhan):
- tigu chay,
- huyét Ap thép,
= ngét,
- tang nhip tim,
- phirng dé mat,
- sung phiing,
- rdi logn ehire nang tinh dye va cuong durang,
- 6t nghiém méu cho thity néing 8 kali va natri trong mau thip.
Néu ban gap bét ky e dung phy ndo kb trén, héy bao ngay cho bée =7,
Mot 38 tac dung phy ngosi § Sucre béo cdo ké tir khi CoAprovel ey hanh trén thi
tredmg nhung khong rd tAn s8 nhu: dau dhu, kéu vo vo & tai, ho, 18l loan vi gidc,
khd tigu, dau nhirc khép va cor, réi loan chire néing gan vé gidm chic ndng than,
téng kali mau, va céc phin dng dj ing nhur phat ban, ndi mb day, sung phing
ml, m&i, migng, ludi hodc hong. Hidm gap cée truvmg hop vang da (vang da
vilhodc vang trong trdng clia mét).
Gibng nhur bit cir phéi hep hai hoat chét thude, khéng thé loai trir cac tac dyng
phis 81 kém véri tirmg hoat chét.
Téc dyng khéng mong mudn khi dung irbesartan don thuin
& nhirng bénh nhan ubng irbesartan don thudn, ngodl cac tac dung phy ké trén,
cbn ob thé gép dau ngye,
Tée dyng khéng mong muén khi diing hydrochiorothiazid don thudn: & mét
ngon; kich thich da day; co thit da day; tao bén; vang da € viaing mét: vism
luy cb dac didm 13 dau nhidu & ving thirong vi, thudmg eé budn nén va nén; réi
loan gidc ngl; trdm cdm; mé mat; gidm bach cAu c thé din dén hay bj nhilm
tring; sdt, gidm tidu cdu (mét loal 14 béo mau ¢4 vai tré quan 1 trong déng
mau}; gidm héng chu (thidu mau) bidu hidn nhir mét mai, dau dhu, khe thé khi
géing s, chong mét, va nibm mac tai; bénh than; cac rac rdi v phdi bao gbm
viém phdi hogic tAng tiét dich trong phdi; da tang cam véi anh sing trévi; vidm
cac mach mau; bénh & da bidu hign tréc da todn than, luput ban d& hién phat
ban trén mét, cb va da diu; cac phdn mg dj ong; y8u co va co thit con thay a8
nhip tim; tyt huyét 4p te thé; sung phéng tuyén nude bot tang dwémg huydt; cb
duting trong nuére tidu; tang vai loai md trong méu: tang ndng 46 acid uric trong
mau cé thét din dédn bénh gout.

Cde tac dyng phy di kém véi hydrachlorothiazid o6 thd tang wi lidu ding cao hon.

Néu ban gép bit ky tac dung phu ndo rér nén tram trong hodic chra duwge list ké
trong t&r huwéng din st dyng thudc nay, hay théng bae cho bac si hodc duge si
clia ban.

DUQC LYC HOC

Hhém durere by didus tri: dbi khang thy thd angiotensin I, phéi hep

ATC code COSDADM.

Cofprovel 14 phdi hop cia mét thube déi khang thy thé angictensindl 14
irbesartan. va mdt thube lori idu thiazide 14 hydrochlorothiazid. Sy phéi hop ciia
cac thanh phdn ndy tao ra higu qua ir tang huyét 4 chng them, I1am gidm huydt
ap nhidw hon so véi khi ding riéng Ié timg thanh phéin.

Irbesartan 14 mit thudc manh, téc G9ng qua duemg udng, d4i khang chon loc frén
thy thé angiotensin-Il (phan nhém AT.). Thubc ngén chan todn b téc ddng cia
angiotensin-ll qua trung gian thy thé AT, biit ké ngubn géc hodc con dudmg thng
hep cla angiotensin-l. B4 khdng chon lgc thy thé clia angiotensin-l (AT,) lam
téng néng 4% renin huyét twong va ndng d8 angiotensin-il, Am gidm néng d&
aldosteron huyét tvong. Irbesartan cb tc dong ma khdng cin phai qua chuyén
héa chit hoat dng,

mmhmmw 1a mét thube i tidu thiszid. Thiazid tac ddng trén co ché tai
thu dién gidi tai dng than, Am tang tryc idp sy bai tidt natri va clor v&i sb
lrgrng xdp i nhau, Téc déng ciia hydrochiorothiazid lam gidm thé tich huyét
twong, ting hoat tinh renin huyét trong, ting bai tiét aldosteron kéo theo am
tang mat kali va bicarbonat, [am gidm kali huy?t twong, Thng qua tée dbng chen
hé théng renin-angiotensin-aldosteron cia irbesartan, viéc sir dung dbng thevi
ifvesartan véi hydrochlorothiazid ¢6 khuynh hudmg bi trir lai vige mét kali, Khi
dling hydrochlorothiazid, tae dyng loi tidu khéi phat trong véng 2 gidr, va thc déng
dat mirc cao nhét trong véng 4 gitr va kéo dai téc dung tir 5-12 gidr.

Vigc phéi hop hydrochlorothiazid va irbesartan tao ra vide gidm huyét 4p v&i higu
tmg céng thém qua sudt bign 5 lidu didu tr cia thube.

Tac ddng lam ha huydt 4p cla irbesartan khi két hop véi hydrochlorothiazid 13
théy r8 sau lidu ddu tien va hign dign v& can ban sau 1-2 tudn, hidu qud nay dat
t4i da sau B-8 tudin.

DUPC BONG HQC

Vige sir dung dbng thei hydrochlorothiazid va irbesartan khang tac ddng 18n duoc
g hee ciia mBi thudc,

Irbesartan va hydrochlorothiazid Ia nhimg thudc tac dng qua duimg ubng va
khbng déi hdi phai chuyén dang sinh hoc d& o6 hoat tinh. Khi diing CoAprovel
qua durmg udng, 6 sinh kha dung tuyét 0di 1a 60-B0% cho irbesartan va 50-80%
cho hydrochlorothiazid. Thirc &n khéing gay dnh hurdmg 18n @9 sinh kha dung cla
CoAprovel. Néng 80 dinh huyét twong cla thube sau khi ubng dat durge trong 1,5
- 2 gity voi irbasanan va 1 - 2,5 giér véi hydrochlorothiazid,

Ty 14 gin két cia ibesartan véi protein huyét twong 13 khodng 96%, gén kit
khéng déng ké v&i cac thanh phin té bao mau. Thé tich phan bd cia irbesartan 4
53-93 lit. Hydrochlorothiazid gén két 68% v pratein huyét treng va thé tich
phéin bd bidu kidn 14 0,83 - 1,14 Ukg.

Théi gian ban hiy cla irbesartan 14 11-15 gi¢r. Trang théi &n dinh cia néng a8
thudc trang huyét trong dat dwoc sau 3 ngay sau khi khixi tri theo phac db uéng
mét IAn mdi ngdy. Khéng cin thiét chinh libu & ngurdr cao tudi. Thid gian ban hiy
trung binh trong huyét trong cia hydrochlorathiazid thay i tir 5 - 15 gicr,
Irbesartan dugc chuydn héa & gan qua glucuronide lign herp va oxy héa. Cé dudi
2% liBu ding duge bai it qua nude t u 14 imbesartan & dang khong thay déi,
Hydrochlorathiazid khéng duoe chuydn héa nhung nhanh chéng bi than thai trir,
Cb It nhét 61% lidu uéng vao duge thai trir dudi dang khong abi frong véng 24
gidr. Hydrochiorothiazid qua duge nhau thai nhung khdng qua duge hang rao
mau ndo, va duge bai tidt vao sira me. ’

Suy thin: & nhirng bénh nhan bj suy than hodic nhimg bénh nhan dang thim tsch
mau, céc théng sb duge ding hoc cla irbesartan khdng b thay ddi ddng ké.
Irbesartan khéng bj thdm tach mau loai trir. € nhimg bénh nhan cé A6 thanh thal
creatinin < 20 mUphat, thei gian ban hiy cia hydrochlorothiazid dute ghi nhan
tang dén 21 gidr,

Suy gan; & nhirng bénh nhan bj xo gan nhe dén vira, cic thing sé duge Iy coa
irbesartan mdggmbl thay a8i ddng kE‘.g Céc nghién ciru chira duge thye hisn &
nhimg bénh nhan bj suy gan nang,

QUA LIEU

Méu nhe ubng qua nhibu vign thubc, phai dén gap bac si ngay lap tirc. Bidu nign
qué lidu cla irbesartan thurdmg g3p 14 tut huybt ap va thay déi nhip tim. Quéa lidu
do hydrochlorothiazid thutng di kém véi syt gidm eée chdt dign gidi trong huyét
th&nhva méit nudre do lgi tidu qua mire. Cac tridu ehirng hay gap 14 budn nén va
busn ngl lo mo.

Bénh nhan cAn dugc gidm sat chat cha, didu i trigu chirmg va ndng d&. Viee xir
¥ phy thuc vao thd gian ké tir loc ubng vao va 86 ning ciia céc trigu chimg,
Cac bién phip d& nghi trong xir tri qua lidu bac gdm gay ndn vihodc rira da cdy,
6 thé sir dyng than hoat. Phai theo i thudmng xuyén céc chdt disn gidi va
creatinin huyét thanh. Méu tut huydt 4p xdy ra, bénh nhan nén dugc 43t & tu the
ndm ngira, nhanh chéng bl nuée va dién giai.

BAO QUAN

£ thude ngoai tm véi vA thm nhin cia tré em.

Khdng ding thudc qua han ding da ghi trén va hip va trén vi thubc.

Béo quén thubc & nhigt 48 duwdi 30°C

Béo quan thudc trong hdp thudc ab tranh b hot &m .
Khéng duge bd thube vao nudc thai hodc thing réc gia inh, Hay hdl durge sT
céch hiy thude khéng can ding nlm. Cde cach xir I ndy gitp bdo va mai trurimg.
Mha san xudt :

SANOFI WINTHROP INDUSTRIE

1 rue de la Vierge , Ambarés el Lagrave

F-33565 Carbon Blanc cedex, Phap

Tidu chudn: Nha sdn xudt
Han ding: 36 thang ké tir ngay sdn xudt

260300



