Thong tin danh cho cdn b y t€

NERAZZU-PLUS

THANH PHAN

M&i vién nén bao phim chia:

Losartan kali .....ccoocoeiiinienannne. 100 mg
Hydroclorothiazid ...........ccccceeeeeeee. 25 mg

T4 dugc: Lactose monohydrat, cellulose vi tinh thé, povidon, natri starch glycolat, magnesi
stearat, hydroxypropylmethylcellulose EG6, talc, titan dioxyd, mau quinolin lake, polyethylen
glycol 6000.

Dang bao ché&: Vién nén bao phim.

Mb ta san pham: Vién nén hinh giot nu6c, bao phim mau vang, mot mit c6 dip chit DVP,
mat kia tron.

Quy cach dong géi: Hop 3 vi x 10 vién.

PAC TINH DUGC LUC HOC:

NERAZZU-PLUS (losartan kali va hydroclorothiazid) 1a mot phoi hop giita chit d6i khang
thu thé angiotensin II (typ AT;) véi mot thudc 1di tiéu.

Losartan: La chit ddu tién ca nhém thudc chdng ting huyé&t 4p méi, dé 1a mot chat doi
khdng thu thé (typ AT:) angiotensin II.

Losartan va chat chuyén héa chinh c¢6 hoat tinh chen tdc dung co mach va ti€t aldosteron ctlia
angiotensin II bing cich ngin cdn c6 chon loc angiotensin II, khong cho gin vao thu thé AT
c6 trong nhiéu md (thi du cd tron mach mau, tuyén thugng than). Ca losartan va chit chuyén
héa chinh c6 hoat tinh déu khong biéu 19 tic dung chu véan cuc bd § thu thé AT va déu c6 4i
luc véi thu thé AT, 16n hon nhiéu (khodng 1000 1an) so vdi thu thé AT,. Losartan 1a mot chat
tic ch€ canh tranh, thuin nghich cda thu thé AT;. Chit chuyén héa cé hoat tinh clia thudc
manh hon tir 10 d&€n 40 14n so vdi losartan, tinh theo trong lugng va 1a mot chd't ¢ ché khong
canh tranh, thuan nghich cda thu thé AT.

Hydroclorothiazid: La thudc 10i ti€u thiazid. Hydroclorothiazid va cdc thudc Igi ti€u thiazid
lam tidng bai ti€t natri clorid va nuéc kém theo do co ché€ tc ché tdi hap thu cdc ion natri va
clorid & 6ng lugn xa. Sy bai ti€t cdc chat dién gidi khdc cling ting dic biét 1a kali va magnesi,
con calci thi gidm. Hydroclorothiazid ciing lam gidm hoat tinh carbonic anhydrase nén lam
ting bai ti€t bicarbonat nhung tic dung nay thudng nhd so vdi tdc dung bai tiét ClI° va khong
lam thay d6i ddng ké pH nu6c ti€u. Cdc thiazid c6 tic dung Igi ti€u mitc do vira phai, vi
khodng 90% ion natri da dugc tdi hap thu trudc khi d&€n &ng lugn xa la vi tri chli y&u thudc c6
tic dung.

Hydroclorothiazid c6 tic dung ha huyét 4p, trudc tién c6 1& do gidm thé tich huyét tuong va
dich ngoai bao lién quan dén sy bai niéu natri. Sau d6 trong qua trinh dung thudc, tic dung
ha huyét 4p tly thudc vao su gidm siic cdn ngoai vi, thong qua sy thich nghi din cida cdc
mach médu truSc tinh trang gidm ndng dd Na*. Vi vay, tic dung ha huyét 4p cla
hydroclorothiazid thé hién chdm sau 1 - 2 tudn, con tic dung Idi ti€u xdy ra nhanh c6 thé
thdy ngay sau vai gid. Hydroclorothiazid Iam ting tdc dung clia cdc thudc ha huyét 4p khdc.
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PAC TINH DUGC PONG HOQC:

Losartan Kali: Sau khi udng, losartan hip thu t5t va chuyén héa budc dau nhiéu qua gan nhd
cdc enzym cytochrom P450. Khd dung sinh hoc ctlia losartan xap xi 33%. Khodng 14% liéu
losartan udng chuyén thanh chi't chuyén héa c6 hoat tinh, chit niy ddm nhiém phan 16n tinh
d6i khang thu thé angiotensin II. Thdi gian bdn thdi ctia losartan khodng 2 gid, va clia chit
chuyén héa khodng 6 - 9 gi. Nong do dinh trung binh clia losartan dat trong vong 1 gid, va
ctia chat chuyén héa cé hoat tinh trong vong 3 - 4 gid. Thifc dn 1am gidm hap thu losartan va
lam gidm Cmax nhung chi 4nh hudng it &€n AUC cia losartan va ctia chat chuyén héa c6 hoat
tinh (giam khoang 10%).

C4 losartan va chat chuyén héa c6 hoat tinh déu lién k&t nhiéu véi protein huyét tuong, chi
y&u 12 albumin va ching khong qua hang rio mdu - ndo. Thé tich phin bd clia losartan
khodng 34 L va clia chit chuyén héa c6 hoat tinh khodng 12 L. P9 thanh thai toan phan trong
huyé&t tuong ciia losartan 13 khodng 600 mL/ phit va cda chit chuyén héa c6 hoat tinh 1a 50
ml/ phit; do thanh thai cia ching & thin tudng ng véi khoang 75 mL/ phidt va 25 mL/ phit.
Losartan thai trit 35% qua dudng nudc ti€u va 60% qua phan.

o) ngudi bénh xo gan tr nhe dén vira, dién tich dugi dudng cong (AUC) clia losartan va cla
chi't chuyén héa c6 hoat tinh cao hon, tuong ng, gdp 5 1in va 2 1an so v6i & ngudi bénh c6
gan binh thudng. Losartan va chi't chuyén héa E-3174 khong bi loai ra khi thim phan m4u.
Hydroclorothiazid: Sau khi udng, hydroclorothiazid hap thu twong d6i nhanh, khodng 65 -
75% liéu st dung, tuy nhién ty 1& nay cé thé€ gidm & ngudi suy tim. Hydroclorothiazid tich liiy
trong hdng cau. Thudc thai trir chi y&€u qua than, phian 16n dugi dang khong chuyén héa.
Thai gian ban thdi ctia hydroclorothiazid khodng 9,5 - 13 gid, nhung c6 thé kéo dai trong
trudng hdp suy thin nén can di€u chinh liéu. Hydroclorothiazid di qua hang rio nhau thai,
phian bd va dat ndng do cao trong thai nhi.

T4c dung 1¢i ti€u xuat hién sau khi udng 2 gidy, dat tdi da sau 4 gi va kéo dai khodng 12 gid.
T4c dung chdng ting huyét 4p xdy ra chAm hon tic dung 1¢i ti€u nhiéu va chi c6 thé dat
dugc tdc dung day dud sau 2 tudn, ngay cd vdi licu tdi uu gitta 12,5 - 25 mg/ ngay. Diéu quan
trong can biét 12 tdc dung chdng ting huyét 4p clia hydroclorothiazid thudng dat dugc t&i vu
& liéu 12,5 mg. C4c huéng din diéu tri va thit nghiém 1am sing hién dai déu nhan manh cin
stt dung li€u thdp nhat va tdi wu, di€u d6 1am gidm dugc nguy co tdc dung cé hai. Van dé
quan trong 13 phai chd du thdi gian dé danh gid sy dap tng cia cd thé ddi vdi tic dung ha
huyét 4p clia hydroclorothiazid, vi tic dung trén sifc cidn ngoai vi can phai c6 thdi gian méi
thé hién rd.

CHI PINH:

Tang huyét 4p vo cin & bénh nhan khong ki€m sodt dudc bing diéu tri don doc losartan hoic
hydroclorothiazid.

Gidm nguy cd dot quy & bénh nhan ting huy&t 4p va phi dai that trdi.

LIEU DUNG - CACH DUNG:

Liéu dung:

Chi diing dang phdi hgp khi don tri khong kiém soat dugc huyét 4p. Khi bénh nhan khong
ddp tng day dd véi liéu losartan kali 50 mg/ hydroclorothiazid 12,5 mg udng 1 1an/ ngdy sau
3 tuln, c6 thé ting 1én liéu t5i da 1a losartan kali 100 mg/ hydroclorothiazid 25 mg.

Khong nén st dung thudc & ngudi mat thé tich dich tudn hoan (nhu ngudi ding liéu cao thudc
1gi tiéu).
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Thudc khong duge khuyén cdo sit dung cho ngudi suy thin ning (49 thanh thai creatinin < 30
mL/ phiit) hodc ngudi suy gan.

Khong can diéu chinh liéu khdi diu cho ngudi cao tudi. Khong nén ding losartan kali 100
mg/ hydroclorothiazid 25 mg 1a liéu kh&i diu cho nhém ngudi bénh nay.

Khong khuyén cdo st dung cho tré em < 18 tudi do khong c6 kinh nghiém st dung.

Céch dung:

C6 thé st dung thudc cling vdi cdc thudc chong ting huyét 4p khac.

Nén udng thudc ciing v6i mot ly nude diy, cing hodc khong cling vdi thife dn.

CHONG CHI PINH:

- Bénh nhin min cdm véi losartan, hydroclorothiazid hoic véi bat ky thanh phin nao cla
thudc.

- Bénh giit, ting acid uric huy&t, chitng vd niéu, bénh Addison, chitng ting calci huyét, suy
gan va than ning.

- Ngudi qud min cdm vdi cdc din xudt khic thudc nhém sulfonamid.

- Phu nif mang thai.

- Ha natri huyét dai ding.

- Khong st dung phoi hop aliskiren véi thudc ndy & bénh nhan ddi thio dudng hoidc suy than
(GFR < 60 mL/ phit/ 1,73m?).

- S6i mat hoic tic nghén dudng mat, vd niéu.

CAC TRUGNG HGP THAN TRONG KHI DUNG THUOC:

Qud mén c4m:Phi mach.

Suy gan, suy thin: Khong diing thudc & ngudi suy gan hoiic suy thin ning.

Ha huyét dp: Can phai gidm sdt dic biét va/ hodc gidm liéu & ngudi bénh mat nudc, st dung
thudc 1gi tiéu va ngudi bénh c6 nhitng y&u t& khdc d&é din dén ha huyét 4p.

Cén bing dién gidi: Can theo ddi cdc diu hiéu clia mat cin bing dién gidi & bénh nhan.
Dinh ky kiém tra cin bing dién gidi § bénh nhan, dic biét & bénh nhin suy gidm chic ning
than, c6 hodc khong cé ddi thdo dudng. Gidm sdt chit ché ¢ bénh nhin suy tim va creatinin
huyé&t thanh 30 - 50 ml/phit.

Khong khuyén cdo sit dung chung vdi thudc 1gi tiéu ti€t kieém kali, ch't bd sung kali va mudi
thay thé€ chita kali.

Lién quan dén losartan:

Ngudi bénh hep dong mach than hai bén hoic mot bén & ngudi chi con mot than cling ¢
nguy cd cao mic tic dung khong mong mudn (ting creatinin va uré huyét) va can dudc giam
sat chit ché trong diéu tri. Khong c6 kinh nghiém st dung & bénh nhan ghép than.

Than trong khi sit dung & bénh nhan ¢6 tién st bi X6 gan nhe dé&n trung binh. Khdng cé kinh
nghiém st dung ¢ bénh nhin suy gan ning.

Cuong aldosteron tién phat: Bénh nhan bi cudng aldosteron ti€én phédt thuong khong dap tng
véi thude chong ting huyét 4p tdc dong 1én hé renin-angiotensin. Do d6, khong khuyén cdo
st dung & nhém bénh nhin nay.

Bénh mach vanh va bénh mach m4u nio: Ha huyé&t 4p qua mitc § bénh nhan bi thi€u miu
cuc bo cd tim va bénh mach mau nio c¢6 thé din d&€n nhdi mau co tim hoic dot quy.

Suy tim: B&énh nhén suy tim ¢6 hodc khdng c6 suy than, c6 nguy cd bi ha huy€t 4p dong mach
nghiém trong va suy than (thong thudng suy than cip).
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Hep dong mach va van hai 14, bénh 1y cd tim phi dai: twong tu cdc thudc van mach khéc, dic
biét than trong & cdc ddi tugng bénh nhan nay.

Khdc biét chling toc: C4c chit tic ché€ ACE va céc chi't d6i khdng thu thé angiotensin II kém
hiéu qua hon & ngudi da den.

Phong bé& kép hé renin-angiotensin-aldosteron (RAAS): sStt dung chung chat tc ché€ ACE véi
chi't doi khang thu thé angiotensin II hoic aliskiren 1am ting nguy co ha huyét 4dp, ting kali
huy&t va gidm chifc ning than (bao gdm suy than cAp). Khong khuyé&n cdo st dung chung cic
thudc nay.

Lién quan dé&n hydroclorothiazid:

Mat can bing dich/ dién gidi:

TAt cd ngudi bénh dung thiazid 1di tiu (trong dé c6 hydroclorothiazid) phii dudc theo ddi
dinh ky dién gidi trong huy€t thanh va nudc ti€u, nhit 12 ngudi bénh ding corticosteroid,
ACTH hoic digitalis, quinidin (nguy cd xodn dinh gy rung that); bénh nhin ndén hoic dang
truyén dich.

Chi y khi diing thuSc & ngudi cao tudi vi dé mit cin bing dién gidi.

Tdc dung trén chuyén héa va noi tiét:

Diing thiazid c¢6 thé 1am gidm sy dung nap glucose. C6 thé ti€n hanh diéu chinh liéu lugng
thudc diéu tri d4i thao dudng, k€ ca insulin. P4i thdo dudng tiém 4n c6 thé bi€u hién ra khi
st dung thiazid.

Thiazid c6 thé 1am gidm bai ti€t calci qua nu6c tiéu va giy ting nhe calci huyé&t thanh gidn
doan. Ting calci huyét c6 thé 1a chi ddu cho bénh cudng tuyén cin gidp. Ngirng thudc khi
cAn xét nghiém tuy&n cin gidp.

Dung thudc 1¢i ti€u thiazid c6 thé 1am ting cholesterol va triglycerid. Vi vdy, cin thin trong
v6i ngudi c6 cholesterol mdu trung binh va cao; ngudi c6 triglycerid mdu cao.

Suy than ning: Thiazid c6 thé 1am ting acid uré huyét va c6 thé 1am gidm thém chic ning
than.

Bénh giit: C6 thé 1am bénh niing 1én.

Suy gan: St dung than trong & bénh nhin bi suy gidm chic ning gan hoic bénh gan ti€n
tri€n (thi du viém gan & mat) vi su thay ddi nhé trong cin bing dich va chit dién gidi c6 thé
gdy ra hon mé gan.

Vi losartan lam gidm acid uric mdu nén phdi hgp losartan véi hydroclorothiazid s& 1am
thuyén gidm sy ting acid uric gy nén do thudc 1¢i ti€u nay.

Nhifng thin trong khadc:

0] ngudi ding thiazid, c6 gip nhitng phdn ng qud min di c¢6 hoic khdng c6 tién st vé di
trng hoic hen ph€ quan. Cé gip con kich phdt hodc hoat héa lupus ban dé hé thdng sau khi
dung thiazid.

Téc dung ha huyét 4p clia hydroclorothiazid ting 1én & ngudi bénh sau cit bd than kinh giao
cam.

Trong thanh phan cla thudc cé chita lactose, bénh nhin khong dung nap galactose, thi€u
Lapp lactase hoic roi loan hap thu glucose-galactose khong nén sit dung.

St dung cho phu nit ¢6 thai va cho con bi:
Thoi ky mang thai
Chit doi khang thu thé angiotensin II (AIIRA):
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St dung cha't ddi khang thu thé angiotensin II khdng dugc khuyén cdo trong quy ddu clia thai
ky. Chong chi dinh st dung chit ddi khang thu thé angiotensin II vao quy 2 va quy 3 cda thai
ky.

Dit liéu dich t& hoc lién quan dén nguy co gdy qudi thai sau khi st dung chat &c ché ACE
trong ba thang diu thai ky chua c6 k&t luan; tuy nhién khong thé loai trir khd ning lam ting
nguy cd. Mic dit khong cé dif liéu c6 ddi chitng d6i véi AIIRA, van c6 thé c6 nguy co tuong
tw. Trir khi can thi€t phai ti€p tuc diéu tri v6i AIIRA, bénh nhin du dinh c6 thai nén chuyén
sang thudc chong ting huyét 4p khic an toan khi st dung trong thai ky. Khi dugc chin dodn
c6 thai, nén ngirng diéu tri v6i AIIRA ngay va néu c6 thé, nén chuyén sang thudc khic.

Phoi nhiém véi AIIRA trong quy 2 va 3 clia thai ky da bi€t c6 tdc dung gy doc dén thai nhi
(suy gidm chifc ning than, thi€u &i, gidm cdt héa hdp so) va tré sd sinh (suy than, ha huyé&t
4p, ha kali huy&t).

Néu phoi nhiém véi AIIRA trong quy 2 cla thai ky, khuyén cdo siéu Am chitc ning than va
hop so.

Hydroclorothiazid:

Kinh nghiém st dung hydroclorothiazid trong thai ky con han ché, dic biét ba thing diu thai
ky. Nghién cttu § dong vat chua day di.

Hydroclorothiazid qua dudc nhau thai. Dya trén cd ché& dudc dong hoc, hydroclorothiazid cé
thé qua dudc nhau thai khi st dung trong quy 2 va 3 cia thai ky, Anh huéng dén thai nhi va
tré sd sinh nhu vang da, rdi loan cAn biing dién gidi va gidm ti€u cau.

Hydroclorothiazid khong nén diing dé diéu tri phu do thai ky, ting huyé&t 4p thai ky hoic tién
san giat, do nguy co giy gidm thé tich huyét twong va gidm truyén mdu qua nhau thai, va
khong c6 1di ich di€u tri.

Khong nén st dung hydroclorothiazid d€ diéu tri ting huy&t 4p nguyén phat & phu nit mang
thai, trir khi khong thé st dung thudc khic.

Thoi ky cho con bi

Khong biét losartan c6 phan bd qua sita me hay khong, nhung c6 nhitng lugng ding ké
losartan va chi't chuyé&n héa c6 hoat tinh ciia thudc trong sita ctia chudt cong.

Thiazid qua dugc sita me vé6i lugng co thé giy hai cho dia tré va tc ché sy ti€t sita.

Vi ¢6 tic dung c6 hai cho dita tré bid me, nén cin quyét dinh hoic ngitng cho con bi hoic
ngling thudc, tuy theo tAm quan trong clia viéc duing thudc véi ngudi me.

Anh huéng clia thudc déi véi cong viéc (ngudi van hanh mdy méc, dang 14i tau xe, ngudi
lam viéc trén cao va cdc trudng hop khic): Do thudc c6 thé gdy mét mdi va chéng mit nén
cAn than trong khi 14i xe va vdn hanh mdy méc.

TUONG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC LOAI TUONG TAC
KHAC:

Khong c6 tuong tdc dudgc dong hoc gitra losartan kali va hydroclorothiazid.

Lién quan dén losartan:

Rifampicin va fluconazol di dugc bdo cdo lam gidm ndng d6 chat chuyén héa c6 hoat tinh.
Hau quéd 1am sang cla cdc tuong tic nay chua dugc nghién ciu.

Tuong ty nhu cdc chit ddi khang thu thé angiotensin II khdc, st dung chung véi thudc 1gi tiéu
ti€t kiém kali (thi du spironolacton, triamteren, amilorid), chit bd sung kali hoic mudi thay
th€ c6 chita kali ¢6 thé 1am ting kali huy&t thanh. Khong khuyén cdo sit dung chung.
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Tuong tu nhu cdc thudc khdc dnh hudng dén sy bai tiét natri, sy bai ti€t cda lithi c6 thé gidm.
Do d6, nén theo ddi chit ché ndng do lithi huyé&t thanh n€u bénh nhin dang st dung mudi
lithi cling véi chat Gc ché thu thé angiotensin II.

Khi chat d6i khdng thu thé angiotensin II dudc st dung dong thdi véi NSAIDs (chit e ché
COX-2, acid acetylsalicylic & li€éu chéng viém hoic NSAIDs khong chon loc), tic dung
chdng ting huyé&t 4p c6 thé gidm. St dung chung chit d6i khang thu thé angiotensin II hoic
thudc 1¢i ti€u cling véi NSAIDs c6 thé din d&€n 1am ting nguy cd suy than, bao gdm suy thin
cip, va ting ndng do kali huyét, dic biét & bénh nhan di bi suy gidm chifc ning thin. Thin
trong khi st dung phdi hgp nay dic biét § ngudi cao tudi. Bénh nhin nén dugc bi nuéc hgp
1y va cin nhic theo ddi chiic ning than sau khi bit diu diéu tri va dinh ky sau dé.

o} mdt vai bénh nhin bi tén thuong chitc ning thin dang dugc diéu tri véi thudc chdng viém
khong steroid, bao gdm chat tc ché€ chon loc COX-2, diing chung véi chat d6i khang thu thé
angiotensin II ¢6 thé 1am suy gidm chifc ning than. Tac dung nay thudng cé thé ddo ngudc.
Nghién cttu 14m sang cho thdy viéc phong b& kép hé renin-angiotensin-aldosteron (RAAS)
khi st dung phdi hgp chat tc ché€ ACE véi chat ddi khdng thu thé angiotensin II hoic
aliskiren 1am ting tan sudt bi tic dung khong mong mudn nhu ha huyét dp, ting kali huyét
va suy gidm chifc ning thin (bao gdm suy thin cAp) so vé6i khi sit dung cdc thudc nay don
doc.

Ciéc thudc khic c6 thé lam ting tic dung ha huyét 4p nhu chit chong trAim cdm ba vong,
thudc chong loan thin, baclofen, amifostin: st dung chung vdi cdc thudc nay cé thé 1am ting
nguy ¢ ha huyé&t 4p.

Losartan khong 4nh hudng d&€n dudc dong hoc clia digoxin uéng hoic tiém tinh mach.

Ubng losartan cung véi cimetidin 1am ting dién tich dudi dudng cong (AUC) cia losartan
khodng 18%, nhung khong dnh hudng d&én dugc dong hoc clia losartan va clia chit chuyén
héa c6 hoat tinh.

Ub6ng losartan cling v6i phenobarbital 1am gidm khodng 20% AUC clia losartan va clia chat
chuyén héa c6 hoat tinh.

Rifampicin, aminoglutethimid, carbamazepin, nafcilin, nevirapin, phenytoin, 1am gidm ndng
do losartan va chat chuyén héa trong huyét tuong khi diing dong thdi.

Losartan lam ting tdc dung clia cdc thudc: Amifostin, thudc ha huyét 4p, carvedilol, thuéc ha
dudng huyét, rituximab.

Lién quan dé&n hydroclorothiazid:

Khi diing cling cdc thudc sau c6 thé tuong tic vdi thudc 1di tiéu thiazid:

Rugu, barbiturat hodc thudc ngli gy nghién: Ting tiém luc ha huyét 4p thé€ ding.

Thudc chong d4i thio dudng (thudc udng va insulin): Piéu tri vé6i thiazid c6 thé 1am anh
hudng khd ning dung nap glucose. Can phdi di€u chinh liéu mdt cdch than trong do nguy co

bi nhiém acid lactic do suy gidm chifc niing thin giy ra bdi thiazid.

Céc thudc ha huyét 4p khic: Tdc dung hiép déng hoic ting tiém Iuc ha huyét 4p.

Nhua cholestyramin hodc colestipol: C6 tiém ning gin thudc 1di ti€u thiazid, 1am gidm sy
hap thu nhitng thudc ndy qua dudng tiéu héa.

Amin ting huyé&t dp (thi du adrenalin): C6 thé 1am gidm d4p @ng v6i amin ting huyét dp,
nhung khong dd d€ ngin cin st dung.

Thudc gidn cd (thi du tubocurarin): C6 thé lam ting ddp Gng v6i thudc gidn co.

Lithi: Khong nén diing ciing vdi thudc 1gi tiéu, vi gidm thanh thai lithi & than va ting doc tinh
clia chit nay.
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Thudc diéu tri giit (probenecid, sulfinpyrazol, alopurinol): Cé thé phai diéu chinh liéu cdc

thudc nay do hydroclorothiazid 1am ting ndng do acid uric huy€t thanh. C6 thé can thi€t phai

ting liéu probenecid, sulfinpyrazol va alopurinol. St dung chung hydroclorothazid v&i

alopurinol c6 thé giy ting tin sudt phdn ng qua min giy ra bdi alopurinol.

Chat trc ché& d6i giao cdm (thi du atropin, biperiden): Ting sinh kh3 dung ctia thudc 1di ti€u

thiazid do 1am gidm nhu dong dudng tiéu héa va toc dd 1am rdng da day.

Chat gdy ddc t&€ bao (thi du cyclophosphamid, methotrexat): Thiazid c6 thé lam gidm bai tiét

chat gy doc t€ bao & than va lam ting doc tinh clia thudc trén thy xuong.

Salicylat: Trong trudng hgp st dung liéu cao salicylat, hydroclorothiazid c¢6 th€ lam ting ddc

tinh clia salicylat trén hé than kinh trung uong.

Methyldopa: P3a c6 bdo cdo riéng 18 vé thi€u mau tan huyé&t khi st dung chung

hydroclorothiazid v6i methyldopa.

Cyclosporin: Stt dung chung véi cyclosporin Iam ting nguy cd bi ting uric niéu va bi€n chitng

bénh gut.

Digitalis glycosid: Thiazid giy ha kali hoic magnesi huyét, c6 thé gay khdi phdt loan nhip

tim do digitalis.

Thudc 4nh hudng d&€n ndng dd kali huyét thanh: cin dinh ky theo doi ndng do kali huyét

thanh va dién tAm db khi st dung losartan/hydroclorothiazid v6i cdc thuéc dnh hudng dén

ndng dd kali huy&t thanh (thi du digitalis glycosid va thudc chdng loan nhip), va vé6i thudc cé

nguy co gdy xoin dinh (bao gdm thudc chdng loan nhip), ha kali huyé&t 12 mot y&u té nguy co

giy xodn dinh:

- Thudc chdng loan nhip nhém Ia (thi du quinidin, hydroquinidin, disopyramid).

- Thud6c chdng loan nhip nhém III (thi du amiodaron, sotalol, dofetilid, ibutilid).

- Mot vai thudc chdng loan thian (thi du thioriddazin, clopromazin, levopromazin,
trifluoperazin, cyamemazin, sulpirid, amisulprid, tiaprid, haloperidol, droperidol).

- Thudc khéc (thi du bepridil, cisaprid, diphemanil, erythromycin IV, halofantrin, mizolastin,
pentamidin, terfenadin, vincamin 1V).

Musi calci: Thudc 1gi tiéu thiazid c6 thé giy ting ndng dd calci huyé&t thanh do gidm dao thai.

Né&u phdi chi dinh chit bd sung calci, cAn theo ddi ndng dd calci huyét thanh va diéu chinh

liéu tuong ng.

Anh hudng két qué xét nghiém: Do tdc dong 1én chuyén héa calci, thiazid c6 th€ dnh hudng

dén xét nghiém tuyén can gidp.

Carbamazepin: Nguy co gdy ha natri huy€t c6 triéu chitng. Can theo ddi sinh héa va 1am

sang.

Thudc cdn quang chita iod: Trong trudng hop mat nuSc do thudc 1gi ti€u, nguy cd suy than

cAp ting 1én, dic biét khi sit dung li€u cao san pham chifa iod. Bénh nhian nén bu nudc trude

khi st dung.

Amphotericin B, corticosteroid, ACTH, salbutamol, barbenoxolon hodc reboxetin: Lam ting

mat cAn bing dién gidi, dic biét 1a ha kali huyét.

Thudc chong viém khong steroid: C6 thé 1am gidm tic dung 1gi ti€u, natri niéu va tic dung

ha huyé&t 4p cla thiazid  mot s6 ngudi bénh. Vi vy néu dung ciing, phdi theo doi d€ xem c6

dat hiéu qua mong mudn vé 1di tiéu khong.

Thiazid 1am gidm tdc dung ctia c4c thudc chdong dong m4u.

Thiazid 1am ting tdc dung clia thudc gdy mé, glycosid, vitamin D.

Tetracyclin: Boc tinh ting khi dung véi thiazid.
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Théo dugc: Cam thdo giy gilt nudc, natri va ting mat kali. Nén tranh diung chung vé6i duong
quy vi dudng quy c6 hoat tinh oestrogen (giy giif nudc) va dudng quy cé thé ciing gy nhay
cdm 4nh sdng. Tranh diing chung vdi ma hoang, nhin sim, yohimbe vi c¢6 thé 1am cho tinh
trang cia bénh ting huy&t 4p trd nén xau hon.

TAC DUNG KHONG MONG MUON:

Trong nhitng thit nghiém 1am sang dung losartan kali va hydroclorothiazid khong nhin thay
c6 nhitng tic dung khong mong mudn cho ki€u phdi hdp nay. Tic dung khong mong mudn
chi han ch&é § nhitng phdn ng di ting gip cho riéng losartan va/ hoic cho riéng
hydroclorothiazid.

N6i chung, thudc phdi hop losartan kali - hydroclorothiazid dung nap tdt. Phdn 16n nhitng tic
dung khong mong mudn 13 nhe va thoing qua va khdng cin ngiing thudc. Céc tic dung
khdng mong mudn hi€m gip cla phdi hgp nay bao gdm viém gan, ting kali huyét va ting
ALT.

Lién quan dén losartan:

Thuong gip, 1/100 < ADR < 1/10

Tiéu héa: Pau bung, budn ndn, tiéu chdy, khé tiéu.

Toan than: Suy nhudc, mét mdi, ha huy€t 4p, dau nguc.

Co va md lién két: Chudt rit, dau lung, dau chéan, dau co.

Than kinh: Pau dau, chéng mit.

TAm than: M4t ngli, chodng ving, mét madi.

Tiét niéu: Suy gidm chifc ning thin, suy thin, ha acid uric huyét (khi dung liéu cao), nhiém
truing dudng ni€u.

Ho hap: Ho, nhiém tring dudng hd hap trén, nghet mii, sung huy&t miii, viém xoang, bénh
1y xoang.

Sinh héa: Ting kali huyét, gidm nhe haematocrit vd haemoglobin, ha glucose huyét.

It gdp, 1/1.000 < ADR < 1/100

Huyé&t hoc: Thi€u mdu, mau baim, tan m4u, ban xuit huyét.

Tim mach: Ha huyé&t 4p, ha huyét 4p th€ ditng, dau xuong tic, dau thit nguc, blc nhi-that do
11, bi€n c¢6 mach mdu ndo, nhdi miu co tim, danh tréng nguc, loan nhip tim (rung nhi, chim
nhip xoang, nhip tim nhanh, nhip nhanh that, rung that).

Tién dinh: Chéng mit, U tai.

Mit: Nhin md, viém két mac, gidm thi luc, cdm gidc néng hodc nhifc mit.

Tiéu héa: Tdo bén, dau ring, miéng kho, day hoi, viém da day, non.

Toan thian: Phu mach.

Chuyén héa va dinh dudng: Bi€ng in, giit.

Co xuong va mo lién két: Pau cdnh tay, sung khép, dau diu goi, dau co xudng, dau vai, cling
co, dau khép, viém khép, dau khép hdang, dau cd, yéu co.

Than kinh: Cang thzzmg, di cdm, bénh than kinh ngoai vi, run, dau nita dau, ngéft.

Tam thin: Lo Au, mAt di€u hoa, 15i loan lo au, rdi loan hodng sg, 1d 14n, traim cdm, dau dau,
dau nira ddu, 4c mong, rdi loan gidc ngd, sdt, chéng mit, Id mo, suy gidm tri nhd.

Ti€t niéu: Ti€u dém, ti€u thudng xuyén, nhiém triing dudng ti€u.

Sinh duc: Gidm ham mudn, r6i loan cuong dudng, liét duong.

Ho6 hap: Khé chiu hau hong, viém hong, viém thanh quin, kh6 thd, viém phé quén, chdy
m4u cam, viém miii, tic nghén dudng hd hap.
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Da: Rung téc, viém da, kho da, ban d3, @4 birng, nhay cdm 4nh sing, may day, phdt ban, d
md hoi.

Mach mdu: Viém mach.

Sinh héa: Ting ndng dd uré va creatinin huyé&t thanh.

Hi€m gip, 1/10.000 < ADR < 1/1.000

Mién dich: Phdn tng phin vé&, phit mach bao gdm phu thanh quin va thanh mén lam tic
nghé&n dudng thd va/ hodc phlt mit, moi, c6 hong va/ hoic ludi.

R4t hi€m giip, ADR < 1/10.000

Sinh héa: Tang enzym gan va bilirubin.

Khong ro

Huyé&t hoc: Gidm ti€u cau.

Toan than: Triéu chitng gidng ctim, khé chiu.

Gan mat: B4t thudng chifc ning gan.

Co xuong va md lién két: Tiéu cd.

Than kinh: R&i loan vi gidc.

Mach m4u: Ha huyét 4p thé ditng phu thudc liéu.

Sinh héa: Ha natri huyét.

Lién quan d&n hydroclorothiazid:

Hydroclorothiazid c6 thé gay mat kali qud mifc. Tac dung nay phu thudc liéu va cé thé gidm
khi dung liéu thap (12,5 mg/ ngay), liéu tdt nhat diéu tri ting huyét 4p, dong thdi gidm thi€u
cdc phéan @ng c6 hai.

Thuong gip, 1/100 < ADR < 1/10

Toan thin: Mét mdi, hoa mit, chéng mit, dau dau.

Tuan hoan: Ha huyét 4p thé ditng.

Chuyén héa: Gidm kali huyé&t, ting acid uric huyét, ting glucose huyét, ting lipid huyét (&
liéu cao).

It gap, 1/1.000 < ADR < 1/100

Tuin hoan: Ha huyét 4p tu thé, loan nhip tim.

Huyét hoc: Gidm bach ciu hat, thi€u mdu bat sn, thi€u miu tdn huyét, gidm bach ciu, ban
xuat huyé&t, gidm tiéu ciu.

Chuyén héa va dinh dudng: Ha magnesi huy&t, ha natri huyét, ting calci huyét, kiém héa
gidm clor huyé&t, ha phosphat huyét.

Mit: Nhin md dai ding, chitng nhin thiy sic vang.

Mach médu: Viém mach hoai t& (viém mach, viém mach dudi da).

Hb6 hap: Bénh dudng ho hdp bao gdm viém thanh phé& nang va phii phdi.

Tiéu hda: Viém tuyén nuéc bot, co thit rudt, khé chiu da day, budn nén, ndn, tiéu chay, tdo
bon.

Gan mat: Vang da, viém tuy.

Da: Nhay cdm dnh sdng, may day, phdt ban, hoai tif thugng bi nhiém ddc, hdi chiing Stevens-
Johnson.

Co xuong va md lién két: Chudt rit.

Ti€t niéu: Glucose niéu, viém than k&, bénh Iy than, suy than.

Toan than: S6t, chéng miit.

Hiém gip, 1/10.000 < ADR < 1/1.000

Mién dich: Phin @ng phin vé.

9/10 TOAS553BBB



Khong ro

Da: Lupus ban do6.

Phédn ng ting acid uric huyét, c6 thé khdi phit con bénh giit tiém ting. C6 thé x4y ra ha
huyé&t 4p tu thé khi diing ddng thdi vdi rugu, thudc gdy mé va thudc an than.

Thudc co thé gy ra cdc tic dung khong mong muén khic. Thong bdo cho bic sy nhiing tic
dung khong mong mudn gap phdi khi st dung thuéc.

QUA LIEU VA CACH XU TRi:

Lién quan dén losartan:

Dif liéu vé qud liéu trén ngudi con han ché. Bi€u hién c6 thé hay gip nhit vé qua liéu 1a ha
huy€&t 4p va nhip tim nhanh; Ciing c6 khi gip tim dap cham do kich thich diy phé giao cdm
(ddy than kinh ph€& vi). Khi ha huyét 4p triéu chiing xay ra, cin c6 bién phdp diéu tri hd trg.
Khong thé loai bd losartan va cdc chit chuyén héa cé hoat tinh clia thudc nay bing thim
phin m4u.

Lién quan d&n hydroclorothiazid:

Biéu hién qud liéu:

Bi€u hién chii y&u 12 r&i loan nuSc va dién gidi do bai niéu nhiéu. N&u dang dung digitalis,
gidm kali huy&t 1am ting loan nhip tim.

Xur tri:

Rira da day khi m&i dung thudc, dung than hoat.

Chdng kiém héa mau: Diing amoni clorid trir khi ngudi bénh mic bénh gan.

B lai nhanh chéng lugng nudc va dién gidi da mat.

C6 thé thim tich phic mac d€ diéu chinh cin bing nudc va dién gidi. Trong trudng hop ha
huy€&t 4p ma khong ddp ng véi nhitng can thiép trén, dung norepinephrin 4 mg/ L tiém
truyén tinh mach chim hoic dopamin vdi li€u ban dau 5 mcg/ kg/ phiit.

Piéu kién bao quan: Ndi kho rio, trdnh 4nh sdng, nhiét dd khong quéa 30°C.
Han dung ctia thudc: 36 thing k€ tir ngdy sdn xuat.

San xuat tai: .

CONG TY CO PHAN DUQC PHAM PAT VI PHU

(DAVIPHARM)

L6 M7A, Pudng D17, Khu Cong nghiép My PhuGc 1, Phudng Théi Hoa, Thi xa Bén Cit,
Tinh Binh Dudng, Viét Nam

Tel: 0274.3567.687 Fax: 0274.3567.688

Ngay xem xét sita d6i, cAp nhat lai ndi dung huéng din sit dung thudc: 18/12/2017
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