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CONG THUC:

Enalapril maIBat .. ... o, 5 Mg
TaAAUGEVURAD ... it nesa e 1 WIBN REN
CHi BINH; CHONG CHIBINH; LIEU DUNG & CACH DUNG:
CAC THONG TIN KHAC:

Xin doc trong 18 hudng din si dung.

BAO QUAN:

| Ndi khd mat, nhigt d6 dudi 30°C, tranh dnh sang.

BE XA TAM TAY CUA TRE EM
BOC KY HUGNG DAN SU DYNG TRUGC KHI DUNG

B prescription only Box of 10 blisters x 10 tablets

Enafran 5

Enalapril maleate 5 mg
Specification of the manufacturer
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COMPOSITION:
BRI BIARIE....c;.cooisimcanmst R R e 5mg
Excipi B ers rua o A b T A 1 tablet

DOSAGE; OTHER INFORMATION:

Please read carefully the enclosed leaflet.

STORAGE:

In dry cool place, at the temperature below 30°C. protect from light

KEEP OUT OF REACH OF CHILDREN.
CAREFULLY READ THE INSTRUCTIONS BEFORE USE
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MAU HOP 1 Vi x 10 VIEN NEN ENAFRAN 5 XIN LUU HANH
Kich thudc thuyc: 7,5 x3,2cm x 1,5 cm
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MAU TO HUGNG DAN SU DUNG VIEN NEN ENAFRAN 5
Kich thudc thuc: 18,0 cm x 49,0 cm

Enafran 5

Ry Thusc ban theo don

VIEN NEN
THANH PHAN: Cho motvién nén chita:
Enalaprilmaleat.............ccoernr.. 5mg
Ta dugc: Lactose, Tinh bgtltiami, Povidon K90, Natri starch glycolat, Colloidal silica khan, Tale, Magnesi stearat.
CACPACTINH DUGCLY:

Dudgely vacoché tdc dong:
- Enalapril 1a thudc dc ch& men chuyén angiotensin, ¢é tac dyng nhé enalaprilat la chdt chuyén héa clia enalapril sau khi udng. Enalapril lam giam huy&t 4p & ngudi huyét 4p
binh thudng, ngudi tang huyét &p, va cé tac dung t6t dén huy&t dgng & ngudi suy tim sung huyét, chil yéu do e ché hé renin - angiotensin - aldosteron. Enalapril ngan can
angiotensin | chuyén thanh angiotensin Il (ch&t gay co mach manh) nhé tic ché men chuyén angiotensin (ACE). Enalapril ¢ ng lam giam aldosteron huy&tthanh d&n dén giam
gitt natri, lam tang hé gian mach kallikrein - kinin va c6 thé lam thay déi chuyén héa chét prostanoid va Uc ché hé than kinh giao cam. Vi enzym chuyén déi angiotensin gitl mot
vaitro quan trong phan hiy kinin, nén enalapril cling Uc ché phan hily bradykinin. Vi bradykinin cling 1a 1 chat gay gian mach manh, haitac dungnay clia enalapril ¢6 thé giai
thich tai sao khéng cé méilién quan ty 1& thuan gilfandng dé renin va dap dng lam sang véididu tri enalapril.

- O ngudi ting huyé&t ap, enalapril lam giam huyé&t dp bang cach lam gidm suic c&n toan bd ngoai vi kém theo tng nhe hodc khdng téng tan 6 tim, luu lugng tam thu hodce luu
lugng tim. Thude gay gian déng mach va co thé ca tinh mach. Enalapril thuding lam giam huyét dp tam thu va tam trudng khoéng 10 - 15% & ca haitu thé n&m va ngdi. Ha huyét
4p W thé difng va nhip tim nhanh it khi xay ra, nhung thudng hay gap hon & ngudigiam natrimau hodc gidm thé tich mau.

- & ngudi suy tim sung huyét, enalapril, thudng phéi hop vdi glycosid tim va thude Igi ti€u, lam gidm stic can toan b ngoai vi, ap lye déng mach phdi bit, kich thudc tim, va ap
Iic ddng mach trung binh va dp lyc nhiphai. Chi s tim, cung lugng tim, thé tich tam thu va dung nap gang stic gia ting. Enalapril gidm h&u ganh bj tAng cao. Phi dai that trai
giam sau 2 - 3thang ding thuSe e ché enzym chuyén angiotensin, viangiotensin Il 12 1 chat kich thich manh tang trudng co tim.

- Luu lugng mau thén cé thé tang, nhung d9 loc cau than thudng khang déi trong qua trinh didu tri bing enalapril. Nitd uré mau (BUN) va creatinin huyét thanh déi khi tang khi
diéu tri bang enalapril lau dai, nhung hay gap hon & ngudi co t8n thuong than t trudc hoac & nguditang huyét 4p do mach than. Ngoai ra, chic nang than c6 thé xdu di rd rét
trong khi diéu tri bang thudc Lic chd ACE & ngudi cd than tudi mau kém binding tir trude.

-0 ngudi ddi thao dudng, enalapril da chung 6 1am gidm bai tiét protein - niéu. Enalapril ciing da ching td lam tang dé nhay cam vdi insulin & ngudi ting huy&t dp bi hodc
khéng bidai thdo dugng.

- Enalapril khong lam gidm chuy&n hda lipid b&t et muc do nao,

DUQC BONG HOC:

- Sau khi udng, khodng 60% liéu enalapril duge hp thu tir dudng tiéu héa. Néng dé dinh ciia thudc trong huy#&t thanh dat duge trong vang 0,5 - 1,5 gid. Nlia ddi thai trif ciia
thudc khoang 11 gid. Te dung huyét dong hoc kéo dai khoang 24 gid. Thic an khang anh hudng tdi hap thu thude, Sau khi hdp thu, enalapril dugc thiy phan nhiéu & gan
thanh enalaprilat. N6ng dé dinh clia enalaprilat trong huy&t thanh xudt hign trong vong 3 dén 4 gid.
- USng matliéu enalapril thuang lam ha huyét p rd khodng 1 gio sau khi udng, ha t3i da frong 4 - 6 gid va thuding kéo daitrong vang 12 - 24 gid. Huy&t dp cé thé giam 1
phaidiéu trimdt s6 tudn méi dat dugc tac dyng day da.

- Tac dung huy&tdong cla enalapril bat ddu cham hon va kéo dai hon so véi captopril. & ngudi suy tim sung huyét, tac dyng huyé&t déng cla enalapril 1 trong von
o6 thé kéo dai24 gio sau khiudng mot lidu.

- Khodng 50 - 60% enalapril lién k&t vdi protein huyét tudng.

- Khodng 60% liéu udng baitiét vao nudc tifu & dang enalaprilat va dang khdng chuyén héa, phan con lai clia thude dao thaitheo phan
CHIBINH:

- Tanghuyétap.

- Suy tim (giam tlf vong va bién chiing & ngudi suy tim ¢d triéu chiing va ngudi loan nang that trai khéng trigu chiing).

- Saunhdimau cd tim (huyétdéng hoc da 8n dinh).

-Bénhthan do daithdo duding (ting ho&c khong tang huyétép). QJ\K

- Suy than tudn tién man.

CHONG CHi DINH: /
- Diting hodc qua man vdi mdt trong cac thanh phin clia thudc.

- Phiymach khimdibat dau diéu trinhu cdc chat Uc chd ACE néichung.

-Hep déng mach thén haibén than hodc hep dyng mach than & ngudichicé mét than.

- Hep van dong mach chii va bénh catim tic nghén nang.

-Ha huyé&tap cé trude.

THAN TRONG:

- Ngudi gidm chie nang than.

- D&i véingudi nghi bi hep ddng mach than, can phai dinh lugng creatinin mau trudc khi bat dau didu tri.

Thoiky mang thai:

- Gidng cdc chat ic ché ACE khac, enalapril cd thé gay b&nh va tlf vong cho thai nhiva tré sd sinh khi ngudime mang thai str dyng thude.
- Sl dung thudc trong 3 théng gitia va 3thang cudiclia thai ky c6 thé gay bénh dan d&n chét thai va tn thuong cho tré sd sinh, gom: Ha huyétdp, gidm san so sgsinh, suy than
h&iphuc hodc khéng héi phuc va tl vong.

- Phainging dung enalapril cang sém cang tét sau khi phat hién cd thai.

Thaiky chocon bu:

- Enalapril baitiét vao sita me. Vdilidu diéu tri thong thudng, nguy ¢ vé tic dyung cé haicho tré bu sita me rdtthap.

TAC BONG CUA THUGC BOI VOI LAI XE VA VAN HANH MAY MOC:

Do cde tac dung khéng mong mudn nhu nhL’Jc_ ddu, chéng mat phai cdn than khi lai xe hay van hanh may méc

TAC DYNG KHONG MONG MUGN CUA THUOC (ADR):

- ADR thudng nhe va thodng qua, nhung co khoang 3% dén 6% ngudi dung thudc phaingling diéu tri.

- DA co bigu hign ha huyét &p triéu chiing khd nang sau khi dung liéu enalapril diu tién: ¢6 dén 2 - 3% s6 nguditrong cdc thif nghiém lam sang phaingiing diéu tri, dac bigt vdi
nhiing ngudi suy tim, ha natri huyét, va vdi ngudi cao tudi dugc diéu trj déng thai vdi thude lgi tidu.

- 0 nguai suy tim sung huyét thuéng xudt hién ha huyét ap tridu ching, chic nang than x4u di va tang néng dé kali huyét thanh, dac biét trong thdi gian ddu dung enalapril &
ngudidiéu tri ddng thdi véi thube lgi tidu.

- Chiic nang than x&u di (tang nhat thei uré va ting néng dé creatinin huy&t thanh) da xay ra & khodng 20% ngudi tang huyét dp do bénh than, dac biét & nhiing ngudi hep
ddng mach than hai bén hodc hep dong mach than & ngudichico motthan.

Thudng gdp, ADR > 1/100

Hé than kinh: Nhic ddu, chéng mat, métmai, matngd, dicam, loan cam.

Tiguhoda: Réiloan vigidc, tiéu chay, budn nén, non va dau bung.

Tim mach: Phi mach, ha huyét ap nang, ha huy&t 4p tuthé dung, ngét, ddnh tréng ngye, va dau ngue.

Da: Phétban.

Ho hadp: Ho khan, c6 thé do téng kinin @ md hodc prostaglandin & phéi,

Khac: Suythan.

Itgap: 1/1000 < ADR <1/100

Huyéthoc: Giam hemoglobin va hematoerit, gidm bach cau hat, gidm bach cdu trung tinh.

Niéu: Protein niéu.

Hé thén kinh trung uong: H8t hodng, kich ddng, trdm cam ning.

Higm gap, ADR <1/1000



Tiéu hoa; Tac rudt, viém tuy. viém gannhiém doc U mat, tang cam niém mac miéng.

Khac: Qua man, trdm cam, nhin m&, ngat mi, dau cd, co that phé quan va hen.

Théng bédo cho béc sitéc dung khéng mong muén gap phai khi sirdyng thude.

Hudng dén cdch xiitri ADR:

- Khibat ddu diéu tr, nén dung thudc véi lidu thap va kiém tra néng do natri huyé&t thanh,

- C6 thé xay ra phi mach, déac biét sau khi diing liéu enalapril ddu tién, va néu cé them phi thanh quan cé thé gay tir vong. Can théng bao cho ngudi bénh vé nhiing dau higu
va trigu chung cia phi mach (phu mat, mat, mai, IUGi, ho&c khé tha), khithay cd trigu chiing nay phéi ngirng diing thuéc va théng bao ngay cho bAc si. Didu trj phi mach &
Iudi, thanh mén ho&c thanh quan, bao gém cac bign phép sau: Ngiing dung enalapril va cho ngudi bénh vao vién: tiém adrenalin dudi da; tiem tinh mach diphenhydramin
hydroclorid; tiém finh mach hydrocortison.

Binh ky theo ddiva dém bach cdu & ngudi bénh sif dung enalapril, déc biét & ngudi suy than,

Phaitheo dai huyét ap va chifc nang than chat ché trudc va sau khi bét dau diéu tri.

NEu khéng dat duge dap ing diéu trj dli trong vong 4 tudn, nén tang lidu dung hodc diéu trithém bang nhirng thudc chéng tang huyét ap khac,

Khico ha huy&tap nang can truyén tinh mach natri clorid 0,9%.

- Enalapril thugng khong anh hudng d&n ndng dé kali huyé&tthanh, Néu diing enalapril cuing véi thude Igi nidu co thé gidm nguy ca gidi phéng aldosteron thi phatclng véiha
kali mau. O ngudi suy than, enalapril ¢é thé gay tang ndng db kali huyét thanh. B&i vay, khang khuyén cédo ding thuée Igi nigu giti kali va thudc b8 sung kali cho nguéi bénh
giam chiic nang than vi co thé lam tang kali mau, N&u vin cdn phai didu tri déng thdi vi thude Igi niéu, phai hét sic than trong va thuding xuyén do kali huyét. Can phai do
creatinin huyét trudc khi bat dau didu trj thudc cho ngudibénh cé nghingd hep dgng mach than,

- Trong phau thuat16n hodc trong khi gay mé béing thuSc c6 tac dung ha huy&t ap, enalapril c6 thé ngéin c&n tao angiotensin 11, sau khi cé giai phéng renin b tri dan dén ha
huy&tap kich phat, cdn dugc diéu chinh bing tang thé tich tudn hoan.

LIEU LUQNG VA CACHDUNG:

Liéu lugng ciia thuée phai duge diéu chinh tiy theo tirng ca thé.

Tang huyé! 4p vo can: Liéu khai ddu thudng ding cho nguéilén1a 2,5 -5 mg/ngay. Biéu chinh liéu theo dap ng vé huy&t &p clhia ngudi bénh. Ligu duy trithéng thuéing tir 10 -
20mg, udng métldn hang ngay; gidi han liéu thang thudng cho ngudi Idn: 40 mg/ngay.

Biéu tri dbng thoi vdi thubc Igi idu: Ngling thudc Igi tidu (néu c6 thé) trong 1 - 3ngay trudc khi bat dau diéu tri bang enalapril va can thiét phai du ng thudc véi liéu ban ddu rat
thdp, 5 mg hodc it hon trong 24 gia. Tang dan liéu mot cach than trong theo dap dng diéu trj,

Suy tim: Nén dung enalapril ddng thai vdi thudc Igi tiéu, theo dai diéu tri ngay ti dau do bac s§ didu tri oo kinh nghiém. Néu nguai bénh ¢6 suy tim nang (46 4), suy giam chiic
nang than va/hoac chiéu hudng bat thusng vé dién gidi thi phai dugc theo ddi cén than tai bénh vién ngay ti khi bat ddu didu tri. Nguyén tic nay ciing dudc dp dung khi phai
hgp véicéc thube gian mach, Lidu phi hop trong tudn diu 12 2,5 mg ding mat lan hang ngay trong 3 ngay ddu, ding 2,5 mg hai ldn hang ngay trong 4 ngay tiép theo, Sau dé
c6thé tang lidu dan 161 igu duy tri binh thuding 20 mg hang ngay, ding mat l4n hodc chiathanh 2 |an ding vao budi séng va buitéi. Trong motsd hiém truging hap, c6 thé phai
tang liéu t6i40 mg hang ngay. Diéu chinhliéu trong 2 - 4 tudn.

Suy chiic nang thal tréi khéng triéu ching: Liéu ban dau 14 2,5 mg ding 2 n hang ngay vao budi sang va budi tai; diéu chinh liéu lién tuc cho tdi lidu phi hgp nhu da md 13 &
trén, tdi li6u 20 mg/24 gig, chia thanh 2 1n, diing vao budi sang va budi t&i. Phai theo dai huy€t dp va chiic néng than chat ché trudc va sau khi bt ddu diéu tri dé tranh ha
huy&t dp néing va suy than. N&u ¢6 thé, nén gidm liéu thudc Igi niéu trudc khi bat ddu didu tri bang enalapril. Nén theo dai néng do kali huyét thanh va diéu chinh vé mde binh
thuding.

Ba cd truéing hap ha huyét ap trigu chiing ndng sau khi ding liéu enalapril ddu tign va co 2 - 3% sé ngudi trong thir nghiém 1am sang phai ngling diéu tri. Ha huyét 4p ban diu
thuting khdng cé nghia la tac dung nay sé duy tritrong sudt dot diéu tri.

D6 thanh thai creatinin (mi/ phit) Liéu ban d&u (mg/ ngay)
80 - 30 ' 5-10 | ii}//
-0 | e )
2,5 I

<10

- Enalapril dugc loai triy bang th&m tach médu. Ding 2,5 mg enalapril trong ngay thdm tach méu cho ngudi banh giam chiic nang than nang dugc diéu tri bang tham tdg
Nhiing ngay tiép theo diéu chinh liéu theo huy&t ap. :
- Cén phai diéu chinh liu dac biét trong khi diéu trj két hgp véi cac thude ha huyét ap khic.

- Trong vong 4 tudn, néu khéng dat dugc két qua diéu trj, phaitang liéu hodic phai can nhéc ding thém thudc chéngtang huyétdp khac,
Tré em:Chuaco chiing minh vé sy an toan va hiéu qua khi ding thude cho tré em,
TUONG TAC THUOC: HAM
- S dung enalapril ddng théi véi mét sé thudc gian mach khac (vidy nitrat) hoae cde thuéc gay mé co thé gay ha huy&t ap trém trong. B&i vay trong trusing hap d6 nén theo
ngudibénh chitché va diéu chinh bing tang thé tich tudn hoan (truyén dich). 3

- St dyng enalapril déng thai véi thusc Igi tiu thinh thodng 6 thé gay ha huyétdp qua muc sau khi bit diu didu tri véi enalapril. Trong truéing hgip d6 nén ngiing da g th
tiéu hoac tang diing mudilén trudc khi bat dau didu tri vdi enalapril.

- 51 dung enalapril déng thai vdi cac thude gay gidi phong renin: Tac dung ha huy&t &p clia enalapril tang 1&n bdi cac thudic géy gidi phong renin cé tac dyng chéng t
ap.

- Sif dung enalapril ddng thai véi cde thude lam tang kali huy&t thanh, ¢ thé gay tang kali huyét thanh, dic bigt & ngudi suy than, do dé nén theo dai ngudsi benh chit cha va
thudng xuyén theo ddindng dé kali huyét.

- 5(r dyng enalapril déng thdi vdi lithi 6 thé lam tang néng dé lithi huy&t din dén nhidm dac lithi.

- Sir dung enalapril ddng thdi véi cac thude gian phé quén kigu giao cam, cac thudc chéng viem khéng steraid (NSAID) cé thé lam gidm tac dung ha huy&t ap cia enalapril,
-8 dung enalapril déng thai véicdc thude uéng tranh thai gay tang nguy ca tén thudng mach va khé kidm sodthuyétép,

QUA LIEU VA XU TRI:

Tai lieu vé qua liéu cla enalapril & ngudi con han ché. Dac diém ndibatcla qua liéu enalapril 1a ha huy&t 4p ning. Khi qua lidu xay ra, nén ngiing diéu tri bang enalaptil va
theo ddi ngudi bénh chatché, ap dung céc bién phap diéu tri triéu chiing va hd trg nhu gay nén, ria da day, truyén tinh mach huyét twong va natri clorid dé duy tri huy&t ap va
diéu trimatcan béing dién gidi. ThAm tach mau cé thé loai enalapril khdi tudn hoan,

QUY CACHBDONG GOI: Hop 1 vix 10 vien nén: Hap 10 vix 10 vién nén .

BAO QUAN: Noikh& mat, nhiét do dudi 30°C, tranh anh séng,

HAN DUNG: 24 thang k& tif ngay san xuat.

- Vién nén ENAFRAN 5 dat theo TCCS.
~ D& xa tdm tay iré em. Doc kj hudng dn sii dyng trude khi dung.
~ Néu cén thém théng tin xin hdi y kién bac si
~ Thudc nay chisu dung theo sy ké don cda thiy thuée.
San xudt tai: Nha may GMP - WHO s6 930 C2, dudng C, KCN C4tLdi, Q.2, TP. HCM.
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