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COMPOSITION: Each tablet contains STORAGE; Store in a dry placa, below 30 C [
Enalapril maleate 10 mg Protacted from light. |
Exciplents q.5.. ....1 tablat Keap out of reach of children .
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Enalapril maleate 10 mg
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See the package insert
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Keep out of reach of children.

/_) Analyeis specifications | Manufacturar 5

g )‘{ PHARIMEXCD HCIP 20 VI x 10 Vien nﬁj me PHEACRITON. J0W - S300K DR XN

50 - 149 St - Ward 5 Vinh Long City - Vietnam

TP. Vinh Long, ngay<# thing A nim 2016
~ Cd sd xin dang ky




3010
https://trgdgdamttyuoc.com/ 443 1DIS¥ 7 DBC: Vien nén %’J
' 7 ;. ~ P
CO PHAN DUGC PHAM 4 0 Mi s6: DCL-DKM-GYL1
e TO HUGNG DAN SUDUNG THUOC 55 pk: vp-10145.10
B TPVL:25-11-2016
-. T0 HUGNG DAN SU DUNG THUGC GMPWHO
_ Rx Thudc bdn theo don
| ENALAPRIL VPC 10 ‘
Vién nén
| THANHPHAN: - - |
| Enalaprilmaleat.......... cceuues 10mg
| Tadugecwiradi......ccovreinernns 1 vién

(Td duge gdm: Manitol, cellulose vi tinh thé, tinh bdt mi, croscarmellose sodium, silicon dioxyd, magnesi stearat)
DANG BAO CHE: Vién nén.
QUY CACH BONG GOI: Hop 3vi, 5vi, 10v], 20T x 10 vién nén
CHI DINH:
Tang huyét dp.
Suy tim (gidm ur vang va bién chang & ngudi suy tim 6 trigu ching va ngudi loan nang thit tedi khdng trigu ching). |
Sau nhdi mdu co tim (huy#t ddng hoc da 8n dinh).
CACH DUNG VA LIEU DUNG:
Cich ding: ding dudng udng. Thudc khdng bj dnh hudng bai thic an
Liéu diing
Lidu lugng cia thude phdi duge didu chinh tiy theo tiing cd thé.
Tang huyét 4 Didu chinh lidu theo ddp iing vé huy8t dp clia ngudi bénh |
Lidu khai ddu: khéng khuyén cio diing ch& phim ndy. '
Liéu duy tr théng thudng tr 10 - 40 mg, uéng 1 hodc 2 Idn trong ngay ‘
Néu huyét dp khdng duge kiém sodt 161 bing enalapril don dc c6 thé thém mdt thudc Igi tiéu
Sty tim: Lidu duy tri thong thuting trong suy tim sung huy@t: 5-20 mg mbi ngay, chia lam 2 lin. Liéu1di da khuyén cdo: 40 mg mdingdy, thudng chia 2 1dn
Suy chife nang thét irdi khéng triéu chiing: didu chinh lidu lign we cho 18i lidu 20 mg/24 gid.
Phditheo doi huyét 4p vi chdc nang thin chit ché trude va sau khi bit ddu diéutri dé irdnh ha huy&t dp ndng v suy thin. NEu c6 thé, nén gidm lidu thudc lgi nigutrude khi bt
ddudidu tr bing enalapril. Nén theo doi ndng d kali huy&t thanh vi didu chinh vé miic binh thuiing.
B cd tniding hgp ha huyét dp tridu ching ning sau khi ding lidu enalapril diu tién va c6 2 - 3% s ngudi rong thd nghiém ldm sang phdi nging didu tri. Ha huy&t dp ban ddu
thudng khdng cé nghta 1 tic dung nay sé duy tri trong sudt dgt didu trj.
Biéu chinh liéu trong suy thin : khuy@n cdo ding thudic ¢ ham lugng va dang bao ch& phi hgp han
Biéu chinh lidu trong suy gan: Enalapril thily phan thanh enalaprilat ¢6 thé bj cham, nhung tic dung dugc ly khong thay déi, khéng can diéu chinh lidu
Tré em: khang khuyén cdo ding ché phdm nay .

Hojc theo sy huiing din cda thiy thudc
CHONG CHI DINH:
Di dng hodc qud mdn vdi thudc,
Phit mach khi mdi bt ddu diéu trj nhu céc chil de ché ACE néi chung. ¢
Hep ddng mach thin hai bén thin hodc hep déng mach thdn & ngudi chi cé mit thin, |
Hep van dong mach chi, va bénh ca tim tdc nghén ndng. ‘
Ha huyé€t dp c6 trudc. )
THANTRQNG: y

| Phdi than trong khi ding thudc uc ché ACE ban ddu cho ngusi dang ding thudc loi 1i€u vi c6 thé gdy tut huyét dp

| THOI KY MANG THAI

Ngudii cd bénh mach mdu ngoai bién hodc xo vita ddng mach todn thé do b nguy ca bj bénh mach thin khéng ¢ biéu hién (nguy co gy suy thin ti€n trién, nan

C6 nguy co mat bach cdu hat khi ding thudc de ché ACE cho ngudi bj bénh colagen mach médu. Phdi theo dai s6 lugng bach cdu.

Ngudi bj hep ddng mach chi ndng (nguy co gidm huy@t dp nang) hodc bi bénh ca tim phi dai.

Ngudi ¢6 bénh s phit mach di truyén hodc v6 cin, phdn dng phin vé (trong khi thim phin ding mang polyacrylonitril hodc trich rit lipoprotein ty trong thdp ding dextran |
sulfat, phdingimg thuée ve ché ACE) ‘
Ngudi suy gidm chdc nang thin.

D& voi ngudi nghi bi hep ddng mach than, cin phdi dinh ligng creatinin mdu trudc khi bit diu diéu tri.

Giing cdc chat de ché ACE khdc, enalapril ¢ thé giy bénh va 1 vong cho thai nhi v ré sa sinh khi ngudi me mang thai sd dyng thubc.

S dyng thudc trong 3 thang giTa va 3 thang cudi cda thaiky 6 the gdy bénh din dén chétthai va t6n thuong cho tré sasinh, gém: Ha huy€tdp, gidmsdnso
phuc hodc khdng hbi phuc va ul vong.

Phdi ngiing dang enalapril cing sdm cang 8t sau khi phét hién cé thai.

THU1 KY CHO CON BU

Enalapril bai i€l vao sifa me. Vi lidu diéu tr théng thudng, nguy co vé tdc dung ¢6 hai cho tré bd sa me dt thiip.

ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC: Do thudc c6 thé giy chéng mat, ha huy&t p trong thaii gian diu tri, nén ngubi st dung thudc phdi than
trong khi ldi xe va van hanh mdy méc.

TUONG TAC THUOC: .
Thude lgi tidu va thude 1am ha huyét ip

S dyng enalapril ddng thisi vai mt s& thudc gidn mach khdc (vi dy nitrat) hodc cde thudc gy mé c6 thé gay ha huy& dpirdm trong. Bdi vay trong truging hap dé nén theo doi
ngudi bénh chit ché va didu chinh bling ting thé tich wdn hoan (ruyén dich). |
Sii dyng enalapril ddng thai vai thudc loi tiéu thinh thedng cé thé gay ha huy@t dp qui mac sau khi bt diu ditw rj vai enalapril. Trong tniing hgp dé nén nging ding thudc lgi
tiéu hodc tang ding mudi 1én trude khi bdt ddu didu trj vai enalapril.

S0 dyng enalapril ddng thai véi ede thudc lam gidm huyét dp gay gidi phdng renin (thi du thudc lgi tiéu): Tidc dyng ha huyét dp cia enalapril ting lén bdi cdc thubc gdy gidi '
phéng renin ¢é tic dung chng tang huy & dp. I
Thuée lam tdng kali huyét |
S0 dung enalapril ddng thai véi cac thue 1am tang kali huy@ thanh, vi dy khi sit dyng ddng thai enalapril vdi céc thudc lgi nigu giir kali, cic chl ba sung kali hoac mudi chifa
kali, ¢ thé gay tang kali huyét thanh, dic bidt @ ngudsi suy than, do dé nén theo doi ngutri bénh chit che va thuang xuyén theo dai ndng do kali huyét.

Lithi

S{ dung enalapril déng thai vai lithi c6 thé lAm ting ndng dd lithi huy&t din dén nhiém doc lithi.

Thudc chdng viém khong steroid:

Sat dyng enalapril ddng thai vdi cic thudc chiing viem khang steroid (NSAID) 6 thé 1am gidm tic dyng ha huy&t dp cia enalapril, doi khi ddn dén gidm cdp chic ndng than.
Tuy nhién, mdi thudc riéng 1é ciing c6 thé gay tic dung nay. Ngodi ra, aspirin va eic thubc chdng viém khang steroid khic ciing 6 thé lam gidm tic dung huyét ddng (chéng ‘
suy tim) clia cdc thudc tic ch& ACE, Aspirin va cdc thudic NSAID khic da wong tic véi edc co ch ba vé huyt dang trong suy tim hon 13 tong tic vdi bin than thudc dc ché ACE.
Nghién ctu & mot sd trung tim cho thiy phdi hop thudic ire ch& ACE véi mgt NSAID (thi du aspirin liéu don 350 mg) cho nguai bénh suy tim sung huy&l da lam gidm tdc dung 181
ciia cdc thuic nay vé 1 vong va bénh Iy tim mach, Ngudi bénh suy tim cin didu trj 13u dai nén trdnh phéi hop thue de ch& ACE véi aspirin va ¢d thé thay thé aspirin bing mdt
thube de ché ngung ket 1ap tidu cdu khic (thi dy nhuclopidogel, ticlopidin), Cic dif ligu hign cd chua di dé khuyén cdo thay d8i ding aspirin. .
Thudc trdnh thai : S0 dyng enalapril déng thai vdi cic thudc udng tranh thai gay ting nguy ca 1dn thuong mach va khd kiém sodt huyét ap. |
Cac thudic khic: St dung enalapril ddng thdi véi cic thuc chen beta - adrenergic, methyldopa, cde nitrat, thudic chen calci, hydralazin, prazesin, va digoxin khang cho thay |
tac dung phuy cd ¥ nghia lim sang.

Enalapril ¢6 thé lam gidm ndng do glucose huy@t ic déi & ngudi khang bi ddi thio duting va €6 thé gay ha glucose huy@t & ngudi ddi thio duding da duge kidm sodt bing insulin
hodc thudc udng chéng ddi thio duding. Cin nghién cdu thém vé tic dyng gidm glucose huyét cia enalapril.
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TAC DYNG KHONG MONG MUGN: |
ADR thudng nhe va thodng qua, nhung c6 khodng 3% dén 6% ngudi ding thudc phai nging didu tri. |
i cd bidu hién ha huyét dp trigu ching khd nang sau khi diing liéu enalapril ddu tién; c6 dén 2 - 3% s6 ngudsi trong cdc thir nghiém lam sang phdi ngitng didu tri, ddc biét vdi ‘
nhang ngudsi suy tim, ha natri huy@, va véi nguisi cao Wi duoc didu trj ddng thai vai thudc lgitidu,
@ ngudsi suy tim sung huy@t thudng xudt hign ha huyt p trigu ching, chiic nang than xiu di va tang nbng do kali huy&t thanh, dic biét trong thsi gian ddu ding enalapril & ‘
ngudi didu trj ddng thai vai thudic li tidu.
Chie nang thin xdu di {tdng nhat thai uré va ting ndng do creatinin huyét thanh) da xdy ra 8 khodng 20% ngudi tang huyét 4p do benh thin, dac bietd nhitng ngudi hep déng (
mach than hai bén hodc hep dong mach thin d ngudi chl cé mdt than. [
Thudng gip, ADR > 1/100
He thdn kinh: Nhic ddu, chéng mat, mét mdi, mat ngd, di cdm, loan cim.
Tiéu hda: Rai loan vj gidc, Ta chdy, budn non, ndn va dau bung.
Tim mach: Pho mach, ha huyét &p nang, ha huy&t dp wrthé ding, ngdt, danh téing nguc, va dau nguc.
Da: Phat ban. |
H6 hdp: Ho khan, c6 thé do tang kinin 3 mé hodc prostaglandin & phéi, |
Khac: Suy than.
ltgap. 1/1000 < ADR < 1/100
Huy€t hoc: Gidm hemoglobin va hematocrit, gidm bach cdu hat, gidm bach cdu trung tinh.
Niéu: Protein nigu.
He thdn kinh rung uong: H&t hodng, kich dong, trdm cdm ning.
Hiém gdp, ADR < 1/1000
Tiéu héa: Tdc rudt, viem tuy, viém gan nhiém dc & mat, ting cdm niém mac miéng.
Khic: Qud mdn, trim cdm , nhin ma, ngat mii, dau co, co tht phé quin va hen.
Théng bao cho bic sy nhiing tic dyng khéng mong mudn gip phai khi sit dyng thudc
DUQC LYC HQC:
Enalapril 1 thudc e ché men chuyén angiotensin, 6 tic dung nhi enalaprilat 1 chit chuy@n héa cda ena lapril sau khi uGng. Enalapril 1am gidm huy&t dp & ngutsi huy@t dp
| binh thudng, ngudi ting huy&t dp, va c6 tic dyng 161 dén huy&t dong & ngudi suy tim sung huyét, chid yéu do fc ché he renin - angiotensin - aldosteron. Enalapril ngan cin

angiotensin | chuyén thanh angiotensin Il (chat gy co mach manh) nhé dc ché men chuyén angiotensin (ACE). Enalapril ciing 1am gidm aldosteron huygt thanh ddn dén gidm
gilrnatri, lam ting h¢ gian mach kallikrein - kinin v c6 thé lam thay ddi chuyén héa chat prostanoid va dc ché hé thin kinh giao cdm. Vi enzym chuyén déi angiotensin it mot
vaitrd quan trong phdn hily kinin, nén enalapril ciingic ch phan hily beadykinin. Vi bradykinin cang 1a 1 chd g4y gidn mach manh, haitdc dyng nay cila enalapril c6 thé gidi
thich lai sao khéng cé méi lién quan ty & thudn gitta ndng dd renin va ddp ing lm sang vdi didu trj enalapril.
& ngudi tang huy@ dp, enalapril lim gidm huy&l dp bing cdch 1am gidm sifc cin todn bo ngoai vi kém theo tang nhe hojc khang ting tdn s tim, lws lugng tam thu hodc
higng tim. Thugic gdy gian dong mach va cd thé ci tinh mach. Enalapril thuging lam gidm huyét dptimthuva taimirong khodng 10 - 15% & cd hai lwth& ndm va ngdi. Ha huyél
dpWth&ding va nhip tim nhanh itkhi xdy ra, nhung thuing hay gip hon & ngudi gidm natri mau hoac gidmhé tich miu,
& ngudi suy tim sung huyél, enalapril, thuting phai hop véi glycosid tim va thudc lgi tidu, lam gidm sic can toan b ngoai vi, dp lue dong mach phdi bit, kich thudc tim, va dp lyc
dgng mach trung binh va dp lyc
nhi phdi. Chi s6 tim, cung lugng tim, thé tich tim thu va dung nap gdng sic gia ting. Enalapril gidm hiu ganh bj ting cao. Phi dai that trdi gidm sau 2 - 3 thing ding thudc ic
ch& enzym chuyén angiotensin, vi angiotensin I1 13 1 chdl kich thich manh ting trudng catim.
Luu ugng mdu than c6 thé tang, nhung do loc cdu than thuéing khang ddi trong qud trinh didu trj bing enalapril. Nitg uré mau (BUN) va creatinin huy#t thanh dai khi ting khi
diéu tri bdng enalapril 1du dai, nhung hay gap han & ngudi ¢6 tén thuoing thin W tnide hodc d ngudi tang huy@ dp do mach than. Ngodi ra, chifc nang thdn cd thé xdu di ro rét
trong khidiéu tri bing thudc dc ché ACE & ngudsi cd thin widi mau kém bj nang tit tnfdc, |
4 ngudsi dii thio duing, enalapril da ching 16 lam gidm baitiét protein - nigu. Enalapril ciing da ching 16 lam ting dd nhay cdm vdi insulin & ngudi tang huy€t 4p bj hode khang ’
bi ddithdo dudng. Enalapril khéng lam gidm chuyén héa lipid bat cd mie da nao. !
DUQC PONG HOQC:
Sau khiudng, khodng 60% liéu enalapril duge hdp thu tir duging tigu héa. Nong do dinh ciia thude trong huy&t thanh dat duge trong vong 0,5 - 1,5 gia. Nita doi thai trir cda thude
khodng 11 gidg. Tic dyng huyét dong hoc kéo dai khodng 24 gia. Thiic dn khéng dnh hudng 16i hip thu thudc, Sau khi hip thu, enalapril duge thiy phan nhiéu @ gan thanh
| enalaprilat.Néng do dinh cda enalaprilat trong huy&t thanh xudt hign trong véng 3 dén 4 gids,
| Udng mat liéu enalapril thuting 1dm ha huy&t dp 6 khodng 1 giés sau khiudng, ha 1 da trong 4 - 6 gids va thusing kéo dai trong vong 12 - 24 gitr. Huy&t dp c6 thé gidm trtisva phii
didu trj mdt s8 wdn mai dat duge tic dung diy do.
Téc dung huyét dgng cla enalapril bdt ddu chdm hon va kéo dai han so véi captopril. f ngudi suy tim sung huy&1, tic dung huy€t dong ala enalapril rd trong vong 2- 4 giv vacd |
thé kéo dai 24 gie sau khiudng mdt lidu. |
Khodng 50 - 60% enalapril lién két véi protein huy@ wang.
Kheiing 60% liéu ung bai tiét vao nudc tiéu & dang enalaprilat va dang khang chuyén héa, phdn con lai cia thudc die thii theo phin.
QUA LIEU VA XU TRi:
Tailigu vé qud liéu cha enalapril & ngui con han ché. Bic diém ndi bt cia qua liéu enalapril 13 ha huyét dp ndng. Khi qud lidu xdy ra, nén nging g enalapril va
theo dai ngudsi bénh chat che, dp dung cdc bién phip didu tr triéu ching va hé trg nhu gdy ndn, rifa da day, trayén tinh mach huy€t wong va natri clori y tr huydlt dp va
diéu tr mat can bing dién gidi. Thim tich mdu cd thé loai enalapril khdi tudn hodn,
BAO QUAN: Nai kho mdt, nhiét dd dudi 30°C, tranh dnh sang.
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HAN DUNG: 36 thang k& tir ngdy sin xud. 7 .
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