CO-DOVEL®150mg/12,5mg
THUOC KE DON, THUOC NAY CHi SU’ DUNG THEO SU KE DON CUA BAC SI

* THANH PHAN: Mdi vién nén dai chita

= IEDESATTAT ..ottt ettt ettt e e ettt e e e bt e e e e bt e seeaabeeeeebbteeeeaabbeeeseabaeeenat 150 mg

= HydroChLOrothIazid. .......cccuueiiuiie ittt ettt ettt e et st e e st e ebbeesaeees 12,5 mg

- T4 dugc: Polyethylen glycol 6000, Tinh bdt mi, Lactose, Avicel, Povidon, Croscarmellose sodium, Magnesi stearat,
Aerosil, Mau Sicovit red, Mau SUNSEt YEILOW .....ccooeeeriiiiiiiiiiiiiiiieeeiie et vira dd 1 vién nén.

* DANG BAO CHE: Vién nén

* QUI CACH PONG GOI:
-Hop 2 vix 14 vién.

* CHI PINH:
- Piéu tri ting huyé&t 4p nguyén phat.
- Bénh nhan ting huyé&t 4p khong dugc kiém sodt thda dang bdi tiing don cht irbesartan hodc hydrochlorothiazid.

* CACH DUNG VA LIEU DUNG:

Dung 1 1an duy nhat trong ngay, uéng kém vdi thifc in hoic khong.

Diéu chinh liéu tiy thudc vao tirng thanh phan riéng 1€ (irbesartan va hydrochlorothiazid).

- Co-Dovel 150/12,5 mg c6 thé dugc diing cho nhitng bénh nhan ting huyét 4p khong dugc ki€m sodt thda dang bdi
tirng don cha't hydrochlorothiazid hoic irbesartan 150 mg.

Viéc phoihgp Co-Dovel v6i mot thudc tri ting huyét 4p khdc phdi do chi dinh clia Béc si.

* CHONG CHI PINH:

- Qud man vdi bat ky thanh phan ndo cia thudc hodc véi din chi't clia sulfonamid (hydrochlorothiazid 12 mot din chat
cua sulfonamid).

- Phu nit c6 thai va cho con bii.

- Céc chong chi dinh lién quan d&€n hydrochlorothiazid:

+ Suy thin ndng (do thanh thai creatinin < 30 ml/phiit).

+ Ha kali huyét trd, ting canxi huyé&t.

+ Suy gan niing, Xd gan tic mit va & mat.

* DUQC LUC HQC:

- Co-Dovel 12 k&t hgp clia mot ddi khdng thu thé angiotensin-II, irbesartan, va thudc 1gi tiéu ho thiazid 1a
hydrochlorothiazid. Sy k&t hgp clia cdc thanh phin nay tao ra hiéu qui chdng ting huyét 4p, 1am gidm huyét 4p § mot
mic do t5t hon so v6i khi diing riéng 1& titng thanh phan.

- Irbesartan 1a mot thudc ding dudng udng cé tic dung d6i khang chon loc trén thu thé angiotensin-II (phdn nhém
AT)). Piéu nay sé& gitp chen nhu mong mudén toan bd tic dong clia angiotensin-II qua trung gian thu thé AT, bat ké
ngudn goc hoic dudng tdng hgp clia angiotensin-II. P&i khang chon loc thu thé clia angiotensin-II (AT)) lam ting
resin huyét tuong va ndng d6 angiotensin-II, lam gidm ndng do aldosterone huyét tuong. Nong dd kalium trong huyét
thanh khong bi 4nh hudng mot cdch c6 ¥ nghia bdi Irbesartan v6i liéu khuyén cdo trén nhitng bénh nhian khong c6
nguy co mat cin bing dién gidi. Irbesartan khong Gc ch€ men chuyén (kinase-IT) 12 men tao ra angiotensin-II va la
men tic dong 1én sy thodi gidng clia bradykin thanh cdc chit chuyén héa bat hoat. Irbesartan khong cian phai chuyén
thanh cdc cha't chuyé&n héa dé c6 tic dong nay.

- Hydrochlorothiazid 12 mdt thudc 1¢i ti€u ho thiazide. Cd ché& chdng ting huyét 4p clia nhom 1di ti€u thiazid khong
dudc biét rd. Thiazid tdc dong trén co ché tdi hap thu dién gidi tai 6ng than, 1am ting truc ti€p sy thdi trir clia sodium
va clo v6i s6 lugng gin tuong dudng nhau. Tdc dong clia hydrochlorothiazid 1am gidm thé tich huyét tuong, ting hoat
tinh renin huyét tuong, ting bai tiét aldosteron kéo theo 1am ting mit kalium va bicarbonat, 1am gidm kalium huyé&t
tuong. Thong qua tdc dong chen hé thong renin-angiotensin-aldosteron cla Irbesartan ma c¢6 1& sé gidp khdc phuc viéc
mat kalium khi ding k&t hgp vdi hydrochlorothiazid. Khi ding hydrochlorothiazid, tic dung 1¢i ti€u khdi phat trong
vong 2 gid, va tdc dong dat mic cao nhat trong vong 4 gid va kéo dai gin 6-12 gid.

- Dung liéu duy nhat trong ngay 150 mg Irbesartan va 12,5 mg hydrochlorothiazid 1am gidm huyét 4p tdm thu/tAm
truong trung binh ddy (24 gid sau ding thudc) 1a 12,9/6,9 mmHg & nhitng bénh nhin ting huyé&t 4p nhe dén trung binh.



Hiéu qué nay dat dinh trong 3-6 gid. Khi ddanh gid hiéu qué thong qua viéc theo ddi huy&t dp lién tuc 24 gid, viéc két
hgp Irbesartan 150 mg va 12,5 mg ding mot 1An/ngay lam gidm hiing dinh huy&t 4p sudt 24 gi v6i viéc gidm huyét
4p tAm thu/tAm truong 24 gid so v6i gid duge 1a 15,8/10,0 mmHg. Ngudi ta nhan thdy tdc dong 1én huy&t 4p 24 gid nay
khong kém véi hién tugng ha huyét 4p qua mic & mitc dinh va hiing dinh v& mifc an toan va hiéu qua ha huyé&t 4p khi
diing liéu mot 1n cdch khodng nhau. 0 nhitng bénh nhin ma huyét 4p khong duge kiém sodt mot cdch thich ng chi
véi hydrochlorothiazid, viéc k&t hgp thém Irbesartan gitp 1am gidm thém huyé&t 4p tAm thu/tAm truong so vdi gid dudc
trung binh 1a 11,1 /7,2mmHg.

- T4c dong lam ha huyét 4p clia Irbesartan khi k&t hgp véi v6i hydrochlorothiazid 1 xudt hién ré rét k& tir sau khi
diing liéu diu tién va rd nhat 12 sau 1-2 tuin, va hiéu qui nay dat t3i da sau 6-8 tudn. Trong cdc nghién cttu c6 theo
doi daihan, hiéu qué cda Irbesartan/hydrochlorothiazid dudc duy tri sudt hon 1 nim.

- C4c nghién cttu dich t&€ hoc cho thay diéu tri dai han v6i hydrochlorothiazid 1am gidm nguy cd tif vong va thuong tat
do bénh tim mach.

* DUQC DPONG HOC:

Viéc két hgp Irbesartan khong 1am dnh hudng 1én duge dong hoc cla cd hai thudc.

- Irbesartan va hydrochlorothiazid 13 nhitng thudc diing dung uéng va khong doi héi phdi sinh chuyén héa dé trd
thanh chat c6 hoat tinh. Khi dung Irbesartan/hydrochlorothiazid bing dudng udéng, khd dung sinh hoc tuyét doi bing
dudng udng 1an lugt 12 60-80% do Irbesartan va 50-80% do hydrochlorothiazid. Thiic in khong 1am dnh hudng 1én kha
dung sinh hoc ctia thuéc. Nong d6 dinh clia thudc dat dugc trong 1,5-2 gid sau dung dudng udng véi Irbesartan va 1-
2,5 gi6 véi hydrochlorothiazid.

- Ty 1& gin két ctia Irbesartan vdi protein huyé&t tuong 13 90%, gin k&t khong ddng ké vdi cdc thanh phan t€ ba o mau.
Thé tich phan bd clia Irbesartan 1a 53-93 lit. Hydrochlorothiazid gin k&t 68% vdi protein huyét tuong va thé tich phan
bo biéu kién 1a 0,83-1,14 I/kg.

- O nhitng muc liéu di tir 10 d&n 600mg, tinh ch't dudc dong hoc clia Irbesartan bi€u thi tuy&n tinh theo lidu. G mc
liéu udng cao hon 600mg tinh chi't tuyén tinh theo liéu nay thap di, co ch€ cla hién tugng nay khong 6. Do thanh thii
clia toan co thé va do thanh thi qua than Ian lugt 1a 157-176 va 3,0-3,5ml/phiit. Th&i gian ban hiy thai trir cudi ciing
1a 11-15 gid. Nong do thudc 6n dinh trong huyét tuong dat dugc sau 3 ngay ké tir sau khi bit ddu ding liéu diu tién
duy nhét. Tich liiy gi6i han clia Irbesartan (20%) trong huyét tuong khi diing céc liéu 1ap lai. Trong mdt nghién cfu
ndng dd Irbesartan trong huyét tuong & nhitng bénh nhin nit c6 cao hon mot chiit. Tuy nhién, khdng c6 khac biét vé
thdi gian ban hly va ty 1& tich liiy Irbesartan. Do dé khong cin thiét phdi diéu chinh liéu & bénh nhin nit. Dién tich
du6i dudng cong va Cmax ciia Irbesartan ciing ddi khi c6 cao hon & nhitng ngudi gia (> 65 tudi) so v6i nhitng ngudi tré
tudi (18-40 tudi). Tuy nhién thdi gian ban hily cudi ciing khong bi 4nh hudng 16 rét do d6 khong cin thiét phai chinh
liéu & ngudi gia. Thai gian bdn hiy trung binh trong huyét tuong ctia hydrochlorothiazid 1a tir 5-15 gic.

- Khi diing Irbesartan ¢6 ddnh ddu "“C biing dudng udng, 80-85% hoat tinh phéng xa luu hanh trong huyét tuong 13 ciia
Irbesartan khong thay d6i. Irbesartan dugc chuyén héa bdi gan qua glucurono k&t hgp va oxyt héa. Chat chuyén héa
Iutu hanh chinh 13 Irbesartan glucurono k&t hdp (gan 6%). Nghién cttu In vitro cho thi’y Irbesartan dudc oxyt héa chii
y&u bdi Cytochrom P450 men CYP2CY9, chuyén héa qua dong di€u t6 CYP3A4 khong dang k€. Irbesartan va chat
chuyé&n héa ctia n6 dugc thi trir qua ci hai dudng mat va than. Sau khi udng Irbesartan c6 ddnh ddu "“C c6 khodng
20% hoat tinh phéng xa dugc tim thiy trong nudc ti€u va phin con lai trong phan. C6 dudi 2% liéu diing dugc bai tiét
qua nudc ti€u 1a Irbesartan dang khong ddi. Hydrochlorothiazid khdng dugc chuyén héa nhung nhanh chéng bi thii trir
bdi than. C6 it nhat 61% liéu uéng vao dudc thai trir dudi dang khdng ddi trong vong 24 gis. Hydrochlorothiazid qua
dudc nhau thai nhung khong vudt qua dude hing rho mdu ndo va con dugc bai ti€t vao sita me.

- Suy than: & nhitng bénh nhin bi suy than hodc nhitng bénh nhin dang thim tich thin, cic thong sd dudc ly cia
Irbesartan khong bi 4nh hudng ding ké. Irbesartan khong bi thim phan loai trir. 0 nhitng bénh nhan c6 do thanh thdi
creatinine < 20 ml/phiit, thdi gian ban hliy thai trir ctia hydrochlorothiazid gia ting d&n 21 gid.

- Suy gan: & nhitng bénh nhan bi xd gan nhe dé&n trung binh, cdc thong s& dugc 1y cla Irbesartan khong bi thay d6i
dang k&. Cdc nghién cfu da khong dugc thyc hién & nhitng bénh nhan bi suy gan ning.

* THAN TRONG:

- Bénh nhan bi gidm thé tich mau- ha huyét 4p.

- Hep dong mach than - ting huy&t 4p do dong mach than.

- Bénh nhan suy thin va ghép thin, suy chiic ning gan hoic bénh gan ti€n trién.

- Bénh nhin bi chitng hep van 2 14 hoic hep van dong mach chii, hodc bi bénh cd tim phi dai tic nghén.

- Tri lidu véi thiazid c6 thé 1am suy gidm sy dung nap glucose. o} nhitng bénh nhan bi d4i thdo dudng can diéu chinh
liéu insulin hoic thudc ha dudng huyé&t ding dudng uéng. Bénh d4i thio dudng tiém 4n c6 thé 1 rd trong thdi gian tri
liéu vdi thiazid.



- Chiing ting axit uric mau c6 thé xuat hién hoic bénh giit c6 thé trim trong hon & mot s& bénh nhan diing thiazid.

- Hydrochlorothiazid c6 th€ gay thay d8i hoic gy mat cAn biing dién gidi (ha kali huyét, ha natri huy€&t, nhiém kié m
ha clorua huyét), can ti€n hanh theo ddi dinh k¥ cdc chit dién gidi trong huy&t thanh & nhitng khodng thdi gian thich
hgp.

- Hydrochlorothiazid c6 thé 1am cho céc két qua thit nghiém chdng chat kich thich duong tinh.

- Hydrochlorothiazid 1am ting bai ti€t magnesium qua nu6c tiu, duwa d&€n ha magnesium méu.

* TUONG TAC THUOC:

- Tranh diing ddng thdi cdc thudc tri ting huy&t 4p khdc: hiéu qua tri ting huyé&t 4p ctia Co-Dovel c6 thé ting thém khi
diing kém v6i cdc thudc tri ting huyét 4p khdc.

- Nén than trong khi diing chung Lithium va Co-Dovel va theo ddi c4n thin nong d6 lithium huyét thanh.

- Tdc dong mat kali ctia hydrochlorothiazid dugc gidm thi€u do tdc dong giif kali clia irbesartan. Tuy nhién, tic dong
nay clia hydrochlorothiazid trén kali huyét thanh c6 kha niing x3y ra khi dung phdi hgp cdc thudc khdc gdy mat kali va
ha kali huy&t (nhu thuéc 1gi ti€u bai tiét kali niéu, thudc nhuin trang, amphotericin, carbenoxolon, natri penicillin G,
cdc din chit clia acid salicylic).

Do thudc ¢6 chia hydrochlorothiazid nén trdnh dung chung véi cic cha't sau : Cdn, cdc barbiturat, cdc narcotic; cac
thudc tri ddi thdo dudng (cdc thudc udng va insulin); cdc nhya Cholestyramin va Colestipol resins; cdc corticosteroid,
ACTH; céc glycosid digitalis; cdc thudc chong viém khong steroid; cdc amin ting huyét 4p (nhu noradrenalin); cdc
thudc gidn cd van khong khir cyc (nhu tubocurarin); thudc tri bénh gut; cac mudi canxi; cdc chit chen béta va
diazoxid; cdc chit khdng ti€t cholin (nhu atropin, beperiden); Amantadin; Cyclophosphamid, methotrexat.

* TAC DUNG PHU:

Nhe va thodng qua: Nhifc diu, chéng mit, mét mdi, budn non, non, ti€u tién bt thudng.

Hi€m giip : suy nhudgc, tiéu chdy, khé tiéu, ting kali mau, dau cd, tim dip nhanh, bi't thudng chirc ning gan, bao gdm
cd viém gan, va chifc ning thin suy gidm bao gdm ci cdc trudng hop suy thin riéng biét § nhitng bénh nhin cé nguy
ca.

Thong bdo cho Bdc si nhitng tic dung khong mong mudn gip phai khi st dung thudc.

* QUA LIEU VA XU TRI:

Khong c6 thong tin cu thé vé diéu tri khi sit dung qué liéu Co-Dovel. Bénh nhan nén dudc giam sit chit ché, va nén
diéu tri triéu chitng va ning d5. P& nghi x{¥ tri bao gdm giy ndn va/hoic rita da day. Than hoat c6 thé dudc sit dung
trong diéu tri qué liéu. C4c chit dién gidi va creatinin huyét thanh nén dugc theo doi thudng xuyén. N&u ha huyét dp
x4y ra, bénh nhin nén dudc dit & tu thé nim nglta, nhanh chéng b nudc va dién gidi.

* KHUYEN CAO:

- Poc k§ huéng din st dung true khi diing, n€u cAn thém thong tin xin héi ¥ kién ctia Bdc si.
- Thudc nay chi dung theo don clia Béc si.

- b€ xa tAm tay tré em.

* BAO QUAN: Dudi 30°C.
- Han diing: 36 thang k& tir ngay sdn xuit.

* TIKU CHUAN AP DUNG: TCCS



