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Thube néy chi ding theo dom ciia bdc s7
 Boc kY heomg din ste dung triege khi dimg.
Néu edn thém thing tin xin hoi y kién ciia bde 57

EBITAC FORTE
Vién nén Enalapril maleat 20mg va hydrochlorothiazid 12,5mg

THANH PHAN

Madi vién nén chira:

Hoat chdt: Eﬂmg Enalapril maleat va 12.5mg Hydrochlorothiazid.

T dwge: natri hydrogen carbonat, lactose monohydrat, tinh bt ngé, tinh bt tién gelatin hoa,
oxid sit mau vang, magnesi stearat.

| L
CAC DAC TINH DUQC LUC HQC )r
Ena.fapn! Enalapril 14 thude e ché men chuyén angiotensin, co téc dung nhér enalaprilat la
chiit chuyén héa cia enalapril sau khi ubng,
Enalapril lam gram huyét ap o ngm!n huyét &p binh Ihucrng, ngum tang hu;,ret fip, va co tic
dung tot dén huyét dong & ngudi suy tim sung huyét, chi _‘,reu do ire ché h¢ renin -
angiotensin - aldosteron. Enalapril ngin cin angiotensin 1 chuyén thanh angiotensin II (chét ;
gay co mach manh) nhir ¢ ché men chuyén angiotensin (ACE). Enalapril ciing lam giﬂm -
aldosteron huyél thanh dn dén gidm gid natri, lam tang hé gian mach kallikrein - kinin va c6
thé lam thay dbi chuyén hoa chit prostanoid va trc ché hé thin kinh giao cam. Vi enzym
chuyén dbi angiotensin giir mot vai trd quan trong phan hiy kinin, nén enalaprll ciing (rc ché
phan hiy hmdykmm Vi bmdykmm ciing la | chat gay giiin mach manh, hai tac dung nay cia
cnnlapnl o thé gral thich tai sao khéng cé mdi lién quan ty 1¢ thudn giira nbng dd renin va
dip img lam sang vai diéu trj enalapril. ) _
& ngl.l'éll ting huyét ap, enalapril lam giam huyet ap bing cach lam giam sirc can toan b
ngogi vi kém theo tang nhe hodc khong ting tan sd tim, luu lugng tam thu hofic luu lugng
tim. Thube giy gian déng mach va cé thé ca tinh mach. Enalapril thuomg lam gidm hu &t ap
tim thu va tim truong khodng 10 - 15% & ca hai tu thé ndm va ngdi. Ha huyét dp ur the dimg
va nhip tim nhanh it khi xay ra, nhung thuémg hay gép hon & nguoi giam natri mau hode
gidm thé tich mau.
0 ngm.:n suy tim sung huyét, enalapril. thuimg phéi hop voi glycosid tim va thude loi tidu,
lam giam sifc cin toan bd ngoai vi, dp le dpng mach phai bit, kich thude tim, vé ap lie ding
mach trung binh va dp lue nhi phai. Chi sb tim, cung lugng tim, thé tich tdm thu va dung nap
gang sirc Fla tang. Enalapril giam héu ganh bj tang cao. Phi dai that trii giam sau 2 - 3 thing
diing thude ire ché enzym chuyén angiotensin, vi angiotensin 11 1a | chat kich thich manh
tang truémg co tim.
Luu lugmg madu thin co thé tang, nhung do loc cau thin thm:mg khong dbi trong qud trinh
d:eu tri bang enalapril. Nito uré mau (BUN) va creatinin huyét thanh déi khi ting khi diéu 1
hing cnalupnl lau dai, nhung hay gap hon & ngudi ¢d 16n lhu:m;, thin tir trude hode & ngudi
ting huy{:l ip do mﬁr:h thén. Ny}al ra, chirc nang thin c6 thé xau i @ rét rong khi diéu tri
bﬂng thude ire ché ACE & ngurdi ¢o thin Wwidi madu kém bi nﬁng LI triedrc.
0 ngudi dii thao dudmg, enalapril lam giam bai tiét protein - nidu, Enalapril ciing di chimg 16
lam téng d nhay cam voi insulin & ngudi ting huyét dp bi hodic khéng bj ddi thio dudng.
Enalapril khong ldm gidm chuyén hoa lipid bit cir mife df nao.
Hydroclorothiazid: Hydroclorothiazid va céc thude lgi tiéu thiazid 1am ting bai tiét natri
clorid va nude kém theo do co ché it ché tai hap thu cac ion natri va clorid & éng lugn xa. Sir
béi tiét cac chat dién giai khac ciing ting dic biét la kali va mapnesi, con calci thi giam.
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Hydroclorothiazid cling lam giam hoat tinh carbonic anhydrase nén lam tang bai tiét
bicarbonat nhumg tac dung nay thudmg nho so véi tac dung bai tiét CI - va khdng lam thay déi
diang ké pH nude tidu. Cic thiazid co tde dung loi tiéu murc d§ vira phai, vi khoang 90% ion
natri da duge tai hap thu trude khi dén ong lupn xa la v tri chi yeu thudc ¢6 tac dung.
Hydroclorothiazid ¢6 tac dung ha huyét dp, trude tién ¢ 18 do gidm thé tich huyét trong v
dich ngoai bao lién quan dén sir bai niéu natri. Sau d6 trong qua trinh ding thude, tac dung ha
huyét ap tiy thude vao sy giam sire ean ngoai vi, thong qua sy thich nghi din cta cde mach
mau trurde tinh trang giam nong do Nat. Vi vy, téc dung ha huyét aiE cia hydroclorothiazid
thé hién chim sau 1 - 2 tuin, con téc dung lei lié_u xay ra nhanh cd the thé'}f ngay sau vai gio.
Hydroclorothiazid lam tang tac dung cia céc thude ha huyét ap khac. a

CAC DAC TINH DUQC DONG HQC ) o 1
Enalapril: Sau khi udng, khoang 60% licu enalapril duge hip thu tir duong tiéu hda, Nong 4§
dinh cta thude trong huyét thanh dat dugc trong vong 0,5 - 1,5 gio. Nira déri thai trir cia
thude khoang 11 gid. Tac dung huyét ddng hoc kéo dai khodng 24 gio. Thirc an khong dnh
huémg téi hap thu thudc. Sau khi hdp thu, enalapril duge thily phan nhidu & gan thinh
enalaprilat. Nong d§ dinh clia enalaprilat trong huyét thanh xuit hién trong vong 3 dén 4 gio.
Udng mot liéu enalapril thudmg lam ha huyét dp ro khoang 1 gi¢r sau khi udng, ha t6i da trong
4 - 6 gitr va thutmg kéo dai trong vong 12 - 24 gio. Huyét ap co thé giam tir tir va phai diéu 1rj
mdt s twian méi dat duge tic dung déy di.

Tée dung huyét dong cua enalapril bt diu chidm hom va kéo dii hem so véi captopril. O
ngudn suy tim sung huyét, téc dung huyet dong cia enalapril rd trong vong 2 - 4 git va c6 the
ko dii 24 pit sau khi udng maot liéw.

Khoang 50 - 60% enalapril lién két vdi protein huyét trong,

Khodng 60% liéu ubng bai tidt vio nuée tidu o dang enalaprilat va dang khéng chuyén hda,
phan con lai cia thude dao thai theo phan.

Hydroclorothiazid: Sau khi ubng, hydroclorothiazid hip thu tuong ddi nhanh, khoang 65 -
75% liéu sir dung, tuy nhién 1y 1€ ndy c6 thé giam & ngudi suy tim. Hydroclorothiazid tich Ity
trong héng cu, Thude thai trir chi yéu qua than, phin lon duoi dang khong chuyén hoa, Nira
déi cha hydroclorothiazid khodng 9,5 - 13 gid, nhung o thé kéo dai trong truémg hop suy
than nén can diéu chinh liéu.

Hydroclorothiazid di qua hang rio nhau thai, phin bd va dat néng dé cao trong thai nhi,

Tae dung Iqi_liéu xudt hign sau khi ufmg 2 gidr, dat tHi da sau 4 gidr vit kéo dii khodng 12 gio.
Téc dung chong tang huyét 4p xdy ra chim hon téc dung loi tiéu nhiéu va chi c6 thé dat duge
tac dung day di sau 2 tuiin, ngay ca voi licu 10i vu gitra 12,5 - 25 mg/ngay. Diéu quan trong
can biét la tic dung chéng tang huyét ap cua hydroclorothiazid thuémg dat duge tdi wu & liéu
12,5 mg. Cdc huéng din dieu i va thir nghiém lim sing hién dai déu nhin manh cin st
dung ligu thap nhat va 161 wu, djéu do lam giam duge nguy co lic dung ¢6 hai. Vin dé quan
trong la phii chir di thii gian dé danh gia s dap (mg coa co thé doi vai tac dung ha huyet 4p
cua hydroclorothiazid, vi tic dung trén stre can ngoai vi cin phii cd thoi gian mai thé hién 1.

CHI DINH o
Ebitac forte duge chi dinh dé dicutri :
- Tang huyet ap

LIEU LUGNG VA CACH DUNG )

Licu ding cua Ebitac forte duge xde dinh chu yéu bai liéu lwgng va cich ding véi cic thanh
phén enalapril maleat. i .

Liéu luong ctia thuoe phai duge didu chinh tiy theo timg ca the,

Ngwdi lon:

f';}/.- L -:ﬁ - \_7-‘
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- Bénh tang huyét dp: Liéu ding théng thiemg 1 mdt vién 1hu6c mit lan moi ngay. Néu cin
thiét, liéu lugng co the duge tang lén dén hai vién, mgl lin mdi ngay.
- Didu tri ddng thai véi thude z'pf.‘ tidu: Ha huyét ap triéu chimg c6 thé xay ra sau Iu:u khei déu
ciia Ebitac forte, Vi viy nén ngimg diéu trj loi tiéu trong 2-3 ngay trude khi bt dau diéy tri
voi Ebitac forte.
- Liéu diing cho bénh nhan suy thdn: Thiazide khong phu hgp vai bénh nhan suy than va
khéng hiéu qua tai cac gia trj o thanh thai creatinin 30 ml / phit hojie thap hon (tire la trung
binh hodic suy thin ndng). O nhimg bénh nhdn co dj thanh thai creatinine> 30 va <80 ml /
phut, Ebitac forte nén duge sir dung chi sau khi chuan dd eha cac thanh phnn ctia thude. Cén
phai diéu chmh lidu dic biét trong kh: diéu tri. két hgp vai cée thuf‘:c ha huyét ap khac. Trong
vong 4 tudn, ncu khong d{u duge két qua diéu tri, phai tang liéu hodc phai can nhic ding
thém thude chung tang huyét ap khac.
Ngwdi cao tudi: Trong cdc nghién ciru lam sang hiéu qua va kha nang dung nap cia cnalapn!
maleat va hydrochlorothiazid diing déng théi, twong ty nhur bénh nhan ting huyét ap & ca
nguoi gia va tré,
Tré e Chura xac dinh duge hiéu qua va sy an toan khi sir dung thuoe & tré em. Héi ¥ kién
hiie 5§ trurde khi sir dung.
~

CHONG CHI DINH -
- Mdn cam vdi enalapril maleat, hydrochlorothiazid, hode bit ky i duge nao cia thude.
= Suy thin ning (40 thanh thai creatinin <30 ml / phut).
- VO nigu. _
- Chimg roi loan chuyén héa porphyrin,
- Bénh g{n va bénh tiéu dudmg the ning.
- Tién st phit mach lién quan véi diéu tri bing chat ire ché ACE,
- Phi mach vo ¢in hode di 1ruyun

- Min cam véi thude ¢o ngudn gde tir sulfonamide.
- Phy nir mang thai giai doan 2 va giai doan 3 (tir thing th 4 1o di)
- Hep dbng mach thin

CANH BAO bAC BIE.T VA THAN TRONG DAC BIET KHI SU DUNG

Cin than khi dung thube véi ngudi h1 suy than n{sng, suy gan, gat.

Dm vai ngui.’n nizhi bj h¢p ding mach thin, cdn phai dinh leong creatinin mdu trude khi bt
diu didu tri.

Thin trong khi ding thude véi ngudi cao tudi vi dé mét cin bing dién giai.

TUONG TAC THUOC

Enufuprn’ Str dung cf-al.:pnl déng thoi vai mpl 50 thude gidn mach khie (vi dy nitrat) hodc
cic thube gdy mé co thé giy ha hu:,rm dp tmm trong. Trong trudmg hop nay nén theo ddi
nguini bénh chit ché va diéu chinh béng tang | the tich tudn hoan {Lruyc.'.n dich).

Sir dung enalapril donb thii vdi thude lgi tiéu thinh thoang 6 thé ga;-r ha huyét ap qua mire
sau khi bit ddu d.ll‘.‘l.l tri v&i enalapril. Trong trutmg hop dé nén ngimg ding thutic lgi tiéu
hodic tang diing mudi 1én trude khi bt diu dicu trj véi enalapril.

Sir dung enalapril déng thi véi cée thube giy giai phong renin: Tde dung ha huyct ap cua
enalapri] tng Ién bai cic thube giy gidi phong renin c6 tde dung ching tang huyét ap (vi dy
thude lgi tiéu),

Sir dung enalapril dong thai vai cée thude lam tang kali huyét thanh, vi du khi sir dyng dong
thin una]aprll v cde thude loi nigu giir kali, cac chit bd sung kali hodc mudi chira kali, co
thé gdy tang kali huyét thanh, dic bigt o ngudi suy thin, do do nén theo dai ngudi bénh chit
ché va thuitmg xuyén theo dai nong do kali huyér.
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Sir dung enalapril dong thisi vai lithi c6 thé lam tang nong 3 lithi huyét din dén nhiém dic
lithi.

Sir dung enalapril déng thoi vai céc thube gidn phé quan kiéu giao eam, cac thude ching
viém khong steroid (NSAID) ¢o thé lam giam tac dung ha huyel dp cua enalapril.

Sir dung enalapril dung thisi viri cde thude udng tranh thai gdy tang nguy co ton thuong mach
va kho kiém soat huyet ap.

Sir dung enalapril dong thoi véi céc thube chen beta - adrenergic, methyldopa, cde nitrat,
thudc chen calci, hydralazin, prazosin, va digoxin khéng cho thay tic dung phy c6 ¥ nghfa
lim sang.

Hydrochlorothiazid: Khi dung ciing cic thude sau cé thé trong tdc wfn th:az:d

Rugu, barbiturate hode thube ngu giy nghién: Tang tiém h,m ha huycl ap thé dimg.

Th;;m chong dai thao dwimg (thude udng va insulin): Cin phai digu chinh do ting glucose
hu

Ciac thube ha huyét dp khac: Tac dun.g higp dong hodc tang tiém lue ha huyel ap.
Corticosteroid, ACTH: Lam ting mat dién gidi, dfic bigt la giam kali huyét.

Amin tang huyét ap (thi dy norepinephrin): ¢6 thé lam gidm dap img v&i amin ting huyét ap
nhung khéng da dé ngdn can sir dung. e

Thudc gian co: ¢o thé lam @ng dap mg voi thude gian co. ‘i/

Lithi: khéng nén ding cling vai thude loi tiéu, vi giam thah thai lithi & thin v tang dac tinh
cua chat nay. _

Thube chong viém khong steroid: c6 thé lam giam tac dung loi tiéu, natri niéu va tdc dyng ha
huyét dp ctia thiazid & mot s6 ngudi bénh. Vi vily néu diing cling, phii theo ddi dé xem cd dat
higu qua mong muon vé lgi tiéu khong.

Quinidin: D& gdy xoan dinh, lam rung thit giy chét.

Thiazid lam giam tic dung cda cac thude chdng déng mau, thude chita bénh git.

Thiazid lam tang tdc dung cia thude giy mé, glycoside, vitamin D.

Nhira cholestyramin hofic colestipol: C6 tiém ning gan thude loi tidu thiazid, lam giam sir
hip thu nhimg thude nay qua duémg tiéu hoa,

SU DUNG THUOC CHO PHY NI CO THAI VA CHO CON BU

Théri ky mang thai: ) _ _

EnaIapriI: Giong cic chat e ché ACE khic, enalapril co the gy bénh va tir vong cho thai nhi
vi tré so sinh khi ngudi me mang thai sir dung tl'mnc

Sir dl,mg thude trong 3 thang giira vi 3 thing cudi ctia thai k¥ c6 thé gdy bénh din dén chét
thai vé tbn thuong cho tré so sinh, gdm: Ha huyét ap, giam san so so sinh, suy than héi phuc
hodic khéng hoi phuc va tir vong.

Phai ngimg ding enalapril l:a.ng sém cing 16t sau khi phat hi¢n ¢6 thai.

Hydrochlorothiazid: Co nhluu théng bédo r:hung minh, cdc thude lgi tiéu thiazid déu qua nhay
thai vao thai nhi gdy ra roi loan dién giai, giam tiéu ciu va vang da ¢ tré so sinh, Vi vy
khong dung nhém thuoc niy trong 3 thang cudi cia thai k.

Théi ky cho con bi: Enalapril bai tiét vilo sira me. Véi liéu diéu trj thong thudmg, nguy co vé
téc dung cé hai cho tré bu sira me rét thip.

Hydrochlorothiazid: Thube di vao sira me vai lugmg ¢6 thé giy hai cho dira tré va tre ché sy
tiét sita, Vi viy phai can nhiic giita viée khung diing thude hodie ngimg cho con ba ty theo
mire i cin thiét cia thude ddi voi ngudi me

ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC
Chura 6 thong tin vé anh huomg cta Enalapril va Hydrochlorothiazid lén kha ning ldi xe va
van hanh may moe,
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TAC DUNG KHONG MONG MUON

ADR thuimg nhe va thodng qua, nhumg ¢6 khoang 3% dén 6% ngudi ding thube phai ngimg
diéu tri,

P co biéu hién ha huyét dp triéu chimg kha ning sau khi ding liéu enalapril ddu tién; cé dén
2-3%sb ngudi trong cac thir nghi¢m lam sa.ng phai ngl.rng diéu tri, ddc biét véi nhu‘.‘mg ngudi
suy tim, ha natri huyét, va véi ngudi cao tudi duoe didu tri dfmg thoi v thude loi tiéw.

() nguoni suy tim sung huyét thudmg xuit hién ha huy&l ap trigu chimg, chirc nﬁng thén xdu di
Vil ting nﬁng dd kali huy&l thanh, dic biét trong théi gian dau ding enalapril & ngudi diéu tri
dnng théri voi thude loi tiéu.

Chirc nang than xdu di (tang nhét thoi uré va ting nong do creatinin huyét thanh) di xay ra &
khoang 20% nguai ting huyét ap do bénh thin, dic biét & nhimg nguoi hep déng mach thin
hai bén hodic hep dong mach than & ngudi chi cd mét thin.

Thieomg gap, ADR = 1/100

Hé than kinh: Nhirc dau, chong mat, mét moi, mdt ngd, dj cam, loan cam.

Tiéu héa: Ré1 loan vi gide, la chay, budn non, nén va dau bung.

Tim mach: Phii mach, ha huyét ap nang, ha huyél ap tu thé dimg, ngit, danh trong nge, v
dau ngue.

Da: Phat ban. _ i A
Ha hép: Ho khan, c6 thé do tang kinin & mo hogc prosiaglandin & phéi. [ f/
Khic: Suy thin.

It gap: 1/1000 <ADR< 1/100 ‘

Huyét hge: Giam hemoglobin va hematocrit, gidm bach cdu hat, gidm bach ¢iu trung tinh,
Niéu: Protein niéu.

Hé_thén kinh trung wong: hét hoéng, kich déng, trim cam néng.

Hiem gdap. ADR < 1/100

Tiéu hoa; TEL rugt, viém tuy, viém gan nhiém déc & mit, thng cam niém mac miéng.

Khéc: Qua man, lmm cam, nhin md, ngat mii, dau co, co thit phé quan va hen.

Ghi chi: XIN THONG Eﬁ{} CHO BAC ST CAC TAC‘ DUNG KHONG MONG MUON
GAP PHAI TRONG QUA TRINH SU DUNG THUOC

SU DUNG QUA LIEU

Tai ligu vé qua lidu cia Enalapril & nguéi con han ché. Dac diém noi bit cua qui lidu
enalapril 13 ha huyét dp nang. Khi qua liéu xay ra, ncn ngimg diéu irj bﬂng enalapril va theo
doi ngudi bénh chit ché, ap dung cic bién phip diéu trj triéu chimg va hd tro nhu gay nén,
rira da day, truyén tinh mach huyét twrong va natri clorid dé duy tri huyét ap va didu t mét
¢iin biing dién gidi. Thim tich mau c6 thé loai enalapril khoi tuin hoan.

Blcu hién qua liéu cua Hydrochlorothiazid chit véu 14 rdi loan nue va dién giai do bai niéu
nhiéu. Néu dang ding digitalis, giam kali huyét 1am ting loan nhip um.

TIEU CHUAN CHAT LUQNG
PhEur. 7.0

HAN DUNG :
24 thang ke tir ngdy san xuat.
KHONG DUNG THUOC QUA THOI HAN GHI TREN NHAN

BAO QUAN
Bao quan o dudi 30°C tranh dnh séng,
GIU THUOC XA TAM TAY CUA TRE EM

VA EE52 /8



https://trungtamthuoc.com/

TRINH BAY

Hép 2x10 vién nén.

NHA SAN XUAT

Farmak JSC., 74 Frunze str., Kyiv, 04080, Ukraine. ‘//Af/

PHO CUC TRUONG

Ngayin Vit Sling




