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THANH PHAN: M3i vién nén chifa-—

OPEPRIL® 5

Hoat chat. Enalapril maleat.............ocooovevevvvevennnn, 5 mg

Td dugc: Lactose khan, magnesi stearat, acid maleic, oxyd sit do.
OPEPRIL® 10

Hoat chdt. Enalapril maleat...................ccooun...... 10 mg

T4 dugc: Lactose khan, magnesi stearat, acid maleic, oxyd sét vang.
OPEPRIL® 20

Hoat chat. Enalapril maleat................ocooovvvevvnon, 20 mg

Td dugc: Lactose khan, magnesi stearat, acid maleic, oxyd st dd, oxyd st vang.

MO TA SAN PHAM:

OPEPRIL® 5: Vién nén tron, mau héng.
OPEPRIL® 10: Vién nén tron, mau vang nhat.
OPEPRIL® 20: Vién nén tron, mau cam nhat,

DUQC LUC HOQC:

— Enalapril Ia chat (ic ch& men chuyén angiotensin, ¢6 tic dung nhd enalaprilat 13 ch4t chuyén
hoa cla enalapril sau khi udng. Enalapril lam gidm huyét d&p 6 ngudi huyét ap binh thudng,
ngudi ting huy8t dp va co tic dung t6t d&n huyét dong & ngudi suy tim sung huyét, chii y&u
do dc ché& hé renin-angiotensin-aldosteron. Enalapril ngin can angiotensin | chuyén thanh
angiotensin Il (chat gdy co mach mach) nhd (c ch& men chuyén angiotensin (ACE). Enalapril
ciing lam giam aldosteron huy&t thanh dan dén gidm gilt natri, 1am ting hé& gidn mach
kallikrein-kinin va c6 thé lam thay d6i chuyén héa chét prostanoid va (c ché hé thdn kinh giao
cam. Vi men chuyén ddi angiotensin giif vai trd quan trong phan hiy kinin, nén enalapril cling
tc ché& phén hiy bradykinin.

~ O ngudi ting huyét ap, enalapril lam gidm huyét 4p bing cach lam gidm siic can toan bo
ngoai vi kem theo tdng nhe hodc khdng tdng tan s tim, luu lugng tAm thu hodc luu lugng tim.
Thudc gay gian dong mach va c6 thé ca tinh mach.

— 0 ngudsi suy tim sung huy€t, Enalapril thudng dugc dung phdi hgp v6i glycosid tim va thudc
li ti€u, lam gidm siic can toan bd ngoai vi, 4p Iuc dong mach phdi bit, kich thuéc tim va ap
lic trung binh va ap luc nhi phai.

~ 0 ngudi dai thdo dudng, enalapril da ching o lam giam bai tiét protein niéu. Enalapril da
chiing t6 1am tang do nhay cam véi insulin & ngudi ting huyét 4p bi hodic khdng bi dai thdo
dudng. v/
DUGC BONG HOC:

— Sau khi udng, khodng 60% liéu enalapril dugc hdp thu tir dudng tiéu héa. Néng do dinh cla
thudc trong huyét thanh dat dugc trong vong 0,5 — 1,5 giv. Thoi gian ban hly cla thudc
khodng 11 gio. Thic &n khdng dnh hubng t6i hdp thu thudc. Sau khi h&p thu, enalapril dugc
thily phén nhiéu & gan thanh enalaprilat. Néng do dinh clia enalapril trong huy&t thanh xust
hién trong vong 3 dén 4 gio. Usng mot liéu enalapril thudng 1am ha huyét ap ré khoang 1 gio
sau khi udng, ha t6i da trong 4 — 6 gio va thutng kéo dai trong vong 12 — 24 gid. Khoang 50
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: - 60% enalapril lién k&t v6i protein huyét tuong. Khodng 60% liéu udng bai tiét vao nutc tiéu
G dang enalaprilat va dang khong chuy&n héa, phdn con lai clia thubc dao thai theo phan.

CHI BINH:

— Tang huy8t &p vo cin.

— Tang huyét dp do mach méu than.

— Suy tim (gidm tif vong va bién chiing & ngudi suy tim c6 triéu chling va loan that trai khong
triéu ching).

— Nhdi mdu co tim (huy&t dong hoc da én dinh).

— Bénh than do ddi thdo dutng (tdng hodc khong ting huyét ap).

— Du phong suy tim c¢6 triéu ching.

— Du phong céc bién 6 thi€u méu dong mach vanh & bénh nhan rdi loan chiic ndng that tréi.

CACH DUNG - LIEU DUNG:

Dung dudng uéng

C6 thé udng thudc trudc, trong hodc sau biia &n.

Tang huyét dp vb cin: .

Liéu kh&i ddu thudng dung cho ngudi 16n 1a 2,5 - 5 mg/ngay. Diéu chinh liéu theo dép (ng vé
huy&t ap cla ngudi bénh. Liéu duy tri théng thudng tir 10 - 20 mg, udng mot 1an hang ngay;
gi6i han liéu thong thudng cho ngudi I6n: 40 mg/ngay.

Diéu tri ddng thdi véi thudc loi tidu:

Ngiing dung thudc Igi tiéu (néu c6 thé) trong 1 — 3 ngay trudc khi bdt ddu diéu tri bdng thudc
c ch& ACE va cén thiét phai dung thudc véi liu ban ddu rdt thdp, 5 mg hodc it hon trong
vong 24 gio. Tang dén liéu mot cach than trong theo dap (ng diéu tri.

Suy tim: -
Nén dung enalapril déng thai véi thudc lgi tiéu, theo dai diéu tri ngay tif ddu do bac ST c6 kinh 2
nghiém. N&u ngudi bénh suy tim ndng (do 4), suy gidm chiic ndng than va/hodc bat thudng

vé dién giai thi phai dugc theo ddi cdn than tai bénh vién ngay tir khi bdt ddu diéu tri. Nguyén

tdc nay ciing dugc 4p dung khi phdi hgp véi cac thubc gidn mach. Liéu phdi hgp trong tudn 3
ddu 1a 2,5 mg dung mot 1dn hang ngay trong 3 ngay dau, dung 2,5 mg hai lan hang ngay |
trong 4 ngay tiép theo. Sau do c6 thé ting liéu ddn t6i liéu duy tri binh thudng 20 mg hang

ngay, dung mot I4n hodc chia thanh 2 I4n ding vao budi sdng va budi ti. Trong mot s6 hi€m

trudng hop, co thé ting liéu t6i 40 mg hang ngay. Diéu chinh trong tir 2 dén 4 tuln.

Téng huyét 4p do mach méu thén:
Liéu khéi ddu 1a 5 mg hay it hon, rdi diéu chinh tly thudc vao nhu cdu tiing bénh nhan. Nén ’#r
than trong khi dung thudc cho nhiing bénh nhan ting huyét 4p da dugc diéu tri gdn day béng &,
céc thudc Igi niéu. fofs
Liéu luong trong suy thén: V;/ OF
Do thanh thai creatinin 30 — 80 mL/phat, liéu khdi ddu 5 — 10 mg P

Do thanh thai creatinin 10 — 30 mL/phat, liéu khéi ddu 2,5 - 5 mg

Do thanh thai creatinin <10 mL/phdt (thong thudng, cac ngudi bénh nay sé dugc thdm phén):
Liéu 2,5 mg trong ngay ¢ loc mau. Liéu lugng 6 nhiing ngay khong cé loc méu phai dugc
chinh theo dap @ng cla huyét ap.

Suy tim/r8i loan chic ndng that trdi chua cd tridu chiing 1dm sang:

Liéu khdi ddu 1a 2,5 mg va phai dugc thuc hién dudi su theo doi sat dé xac dinh tac dung ban
d4u I&n huy8t 4p. Enalapril c6 thé dugc dung k&t hgp véi thudc Igi tiéu va digitalis néu cdn dé
diéu tri cc trudng hop suy tim co triéu ching. Liéu lugng phai dugc ting dan dén liéu duy tri
thong thudng 12 20 mg, ubng 1 hodc chia lam 2 Ian, tly kha ndng dung nap cta ngudi bénh.
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" 1 5 Tré em:
Chua c6 chling minh vé su an toan va hiéu qua khi dung thudc cho tré em.

CHONG CHI DINH:

— Qua man v6i thanh phan thudc. :

— Ngudi bénh c6 tién sl phii mach than kinh do thudc {c ch& men chuyén. Phu mach di
truyén hay ty phat.

— Hep dong mach than hai bén than hodc hep dong mach than & ngudi chi c6 mat than.

— Hep van ddng mach chii va bénh co tim tdc nghén ning.

— Ha huyé&t &p c6 trudc.

LUU Y VA THAN TRONG:

— Ha huyét ap c6 tridu chitng c6 thé xay ra. Than trong & ngudi gidm thé tich ndi mach, do
dung thudc Igi ti€u, 3n kiéng mudi, thim phén, tiéu chay, non, suy tim, thi€u mau co tim hay
bénh mach mau nao.

— Bénh nhan hep dong mach chd, bénh cd tim phi dai.

— Hep dong mach thadn 2 bén hodc 1 bén trén than duy nhat.

— Dai phau hay trong khi gdy mé véi cac thusc gy ha huyét ap.

— Suy than.

- Phu nit dang cho con bi va tré em.

Phu nif ¢6 thai va cho con bi: Enalapril c6 thé gay bénh va tif vong cho thai nhi va tré so
sinh khi ngudi mang thai sif dung thudc. St dung thudc trong 3 thang gitta va 3 thang cudi
clia thai ky c6 thé gay bénh din d&n chét thai va tdn thuong cho tré so sinh, gdm: ha huyét
ap, gidm sadn so s sinh, suy than hdi phuc hodc khdng hdi phuc va tit vong. Phai ngling
dung enalapril cang sém cang tot sau khi phat hién co thai. Enalapril bai tiét vao sita me. V6i
li€u diéu tri thdng thudng nguy ca vé tac dung cd hai cho tré bi sita me rat thép.

Tac déng cia thudc khi 14i xe va vin hanh mdy méc: C6 thé gdp phai tinh trang chong
mat, bubn ngl. C4n than trong trong khi dung thudc.

TAC DUNG KHONG MONG MUON:

Thuéng gdp, ADR>1/100:

Nhic ddu, chong mat, mét, mat ngl, di cam, rdi loan vi gic, tiéu chay, budn ndn, nén va dau
bung, phii mach, ha huy&t ap ning, ha huyét dp tu thé ding, ngdt, danh tréng nguc, va dau
nguc. Phat ban, ho khan, c6 thé do ting kinin & md hodc prostaglandin & phdi.

It gdp, 1/1000<ADR<1/100:

Gidm hemoglobin va hematocrit, gidm bach cdu hat, gidm bach céu trung tinh. Protein niéu,
hot hodng, kich dong, trdm cam ning. "/
Hiém gap, ADR<1/1000:

Tac rudt, viém tuy, vim gan nhiém doc & mat, ting cAm gidc niém mac miéng, qud man,
trdm cam, nhin m&, nget mii, dau co, co that ph& quén va hen.

Théng bdo cho bdc si nhifng tac dung khéng mong muén gdp phai khi sir dung thudc.

TUGNG TAC THUOC:

— Sl dung enalapril dong thoi véi mot so thudc gidn mach khac (vi du nitrat) hodc cac thudc
gdy mé co thé gay ha huy€t 4p trdm trong.

— Sl dung dung enalapril ddng thdi v6i thudc lgi ti€u thinh thodng co thé gy ha huyét 4p qua
mic sau khi bat ddu diéu tri v6i enalapril.

— Cd thé co tac dung hiép dong khi phdi hop enalapril véi cac thudc diéu tri ting huyét ap
khac.
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. — O ngudi bénh dung enalapril va thudc loi tiéu thiazid, tic dung lam mét kali clia thiazid
thudng gidm bét dudi tac dung clia enalapril.
— Néu dung enalapril chung véi thudc Igi tiéu mét kali, tinh trang gidm Kali mau co thé dugc
cai thién. .
— Sl dung enalapril déng thdi véi lithi ¢ thé l1am tdng ndng do lithi huy&t din d&n nhiém doc
lithi.
— St dung enalapril dong thdi v6i cdc thudc udng tranh thai gdy nguy co khé kiém soat huyét
ap.
— Sit dung enalapril déng thdi v6i cac thudc gidn phé quan kiéu giao cdm c6 thé 1am gidm tac
dung ha huy8t &p clia enalapril.
- Sl dung enalapril dong thoi v6i cac thudc chen beta adrenergic, methydopa, cac nitrat,
thudc chen calci, hydralazin, prazosin va digoxin khong cho thdy tac dung phu c6 y nghfa 1am
sang.
— Thudc khéng viém khong steroid ké ca thudc dc ché chon loc men cyclooxygenase-2 co thé
lam gidm hiéu qua clia thubc lgi tiéu va thudc diéu tri ting huyét ap khac.

QUA LIEU VA CACH XU TRi:

Triéu chifng:

Tai lidu qué liéu clia enalapril & ngudi con han ché. Dic diém ndi bat qua liéu enalapril 12 ha
huy8t 4p nang.

Xir tri:

Khi qua li€u xdy ra, nén ngiing diu tri bing enalapril va theo d6i ngudi bénh chit ché, &p
dung céc bién phép diéu tri triéu chiing va hd trg nhu gy non, rifa da day, truyén finh mach
huyét tudng va natri clorid d& duy tri huy&t 4p va diéu tri mat can bing dién gidi. Loc méu co
thé loai enalapril khéi tudn hoan.

TRINH BAY: Hop 3 vi x 10 vién nén.

BAO QUAN: § nhiét do dusi 30°C, noi khd rdo, tranh 4nh séng.

HAN DUNG: 36 thang k& tir ngay san xudt. Khong ding thudc khi qua han sl dung.
THGI GIAN XET LAI TG HUGNG DAN SU DUNG: ...

BE XA TAM TAY TRE EM
POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG
KHONG DUNG QUA LIEU CHi BINH
NEU CAN THEM THONG TIN, XIN HO1 Y KIEN BAC ST

Nha sdn xuét:

d /

CONG TY CO PHAN nUth PHAM OPV
7, Buding 3A, Khu Cong Nghiép Bién Hoa Il, Thanh phd Bién Hoa, Tinh Bdng Nai
bT: (061) 3992999 Fax: (061) 3835088

A

PHO CUC TRUONG




