170
L
https://trungtamthuoc.com/ AL

S6 16 SX,
Han dling déng trén vl

BOY TE
CUC QUAN LY DUGC

DA PHE DUYET
Lén daujf{’f/./f,g

/74



https://trungtamthuoc.com/

Q\\&&.ﬁ b 7@& o

;_o‘ CONG TY ’;.,
x[ COPHAN \=
o
2

DUGE PHA

SDKMReg No.:

Tibu chuin: DEVNV/ Specification: VP IV

c1y ¢8 PHAN DUGC PHAM TRUNG UONG VIDIPHA
1842 L& Vén 57 - P10 - O Phi Nhudn - TPHCM
BT: (08) - 38440106 Fax: (84-8) - 38440446
SX i CTY CPOP T.U VIDIPHA linh Binh Duang
Kp Tan Binh, X2 Tan Hidp, Huyén Tin Uyén, Tht Binh Duong

THANH PHAN: B3 vign nin ehle:

T T 10mg
LT T i a1 s
cul n, crba crl Bpw, LiEu DUNG:

{Xin dioc trong 10 hudng din o dyng)

BA0 QuAN NOVKHG, NNET BS KNONG OUA 'C,
Trknn Anh shne

o wa i Tar TAE EW.

20C KT Hudna phw sif oyma TAUAC K DUNG

*
) Mﬂ%‘%i Hép 3 vi x 10 vién nén):

3 vix 10 vién nén

S8 16 SX/Balch No -
Ngay SXimig Date -

HO/Exp Dste

 blisters x 10 tablets

COMPOSITION, INDICATIONS, CONTRAMOICATIONS,
DOSAGE: (Fead e ol nside)

STORE I A DAY PLACE, NOT EXCEEDING 36C,
PROTECT FAOM LIGHT

KEEP QUT OF THE REACH OF CHLOREN

AEAD INSTRUGTIONS CAREFULLY BEFORE LGE

-
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ix 10 vién nén):

b 10 vi x 10 vién nén

ANELIPRA 1

Enalapril maleat 10mg

ANELIPRA

Enalapril maleat 10mg

ANELIPRA 10

Enalapril maleat 10mg

SDK/Reg. No.: )
Tiéu chudn: DBVN IV Specification: VP IV 56 0. SKieachiNg ;
¢y c6 PHAN DUGC PHAM TRUNG UONG VIDIPHA

184% L6 Vén Sf - P10 - Q Phd Nhuén — TPHCM Ngay SX/wg. Ot :
BT (08) - 38440108 Fax: (84-8) - 38440446
SX tai CTY CPDP T.J VIDIPHA tinh Binh Duong HD/Exp Cate

Kp Tan Binh, X& TAn Hisp, Huyén TAn Uyén, Tinh Bink Duong

— e

) PRESCRIPTIONS DAUG 0 blisters x 10 tablets

VidITaNVY

ANELIPRA 1

Enalapril maleate 10mg

Buwq syesiew judefeu

ANELIPRA 10

Enalapril maleat 10mg

THANH PHAN: M3 vién ndn chia:

Enaiapril maleat ... 10mg

CHl BNH, CHONG CHI BiNH, LIEU DUNG: COMPOSITION, INDICATIONS, CONTRAINDICATIONS, DOSAGE:
in doc trong 1 hudng ddn s dyng) {Read the lsafiet nside)

BAO QUAN NOI KHO, NHIET BO KHONG QUA 30T, STORE IN A DRY PLACE, NOT EXCEEDING 30,
TRANH ANH SANG PROTECT FROM LIGHT

péxathmTAY TREEM. KEEP OUT OF THE REACH OF CHILDREN.

BOC K¥ HUANG DAN SU DUNG TRUGC KHI DUNG. AEAD INSTRUCTIONS CAREFULLY BEFORE USE
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4-MAUT

ANELIPRA 10
VIEN NEN

Enalapril maleat 10mg
Lactose, tinh bt sdn, natri carbonat, acid stearic.

« B4nh thin do d4l thio dudng (tang hodc khdng tang huyét 4p).

+ Suy than twdn tifn man.

CHONG CHI DYNH:

+ Dj iing hodc qué min véi thude.

+ Phis mach khi méi bdt d4u dibu trj nhu céc chit iic ché ACE ndi chung.

+ Hep dong mach than hai bén thin hodc hep dong mach thin § ngudi chi co mdt than.

+ Hep van dong mach chil, vd bénh cd tim tic ngh&n ning.

+ Ha huy8t 4p c6 trudc.

LIEU LUGNG & CACH DUNG:

+ Lifu lugng clia thudc phai dugc diu chinh tiy theo tiing cd thé.

+ Ting huy®l &p v0 cin: Lifu khdi d4u thubing ding cho ngudi Kin 14 2,5 - Sma/ngdy (ding dang bdo ch§
6 ham ligng phit hop). Diéu chinh lifu theo d4p Gng vé huyét &p clia ngudi b¢nh. Lifu duy tn thdng
thudng tr 10 - 20mg, uing mdt I4n hang ngdy; gidi han lidu thdng thudng cho ngudi Kn: 40mg/ngay.

+ Difu ir] ddng thi w8l thudle 191 du: Ngirng thudic Igi tid (ndu c6 the) trong 1 - 3 ngdy truic khi bt
¢4u dibu trj bing thudc dc chd ACE, va cdn thifit phii diing thudc voi i8u ban ddu rdt thip, Smg hodc it
han (ding dang bdo ché 6 ham lugng phil hop) trong 24 gid. Tang ddn liu mt cich than trong theo
ddp idng difu tr.

+ Suy tim: N&n ding enalapril ddng thdi voi thullc Ii tiéu, theo d6i diéu trj ngay tIr du do bdc s diu trj
¢6 kinh nghigm. N&u ngudi bgnh c suy tim nng (40 4), suy gidm chic ndng thin viModc chifu hudng
bat thubing vé dign gidi thl phai dupe theo d5i cn thdn tai bénh vign ngay tir khi bt dfu didu trj.
Nguydn tdc ndy ciing dugc dp dung khi phdi hgp voi cdc thulic gidin mach. Lifu phi hgp trong wdn diu
13 2,5mg (ding dang bao ché cd ham hugng phii hop) ding mt idn hang ngay trong 3 ngdy ddu, ding
2,5myg (ding dang bio chd cd ham gng phil hgp) hai ¥n hing ngdy trong 4 ngdy tifp theo. Sau 66 cd
thé tang lifu d4n 161 1idu duy trl binh thudng 20mg hang ngdy, ding mdt lin hoc chia thanh 2 Wn ding
vao budi sing v4 budi 8. Trong mt s& hi€m trung hop, ¢6 thd phai ting liu t6i 40mg hang ngdy.
Diu chinh lifu trong 2 - 4 tdn.

+ Suy chifc niing thal tréi khOng trigu chimg: Lifu ban ddu 1 2,5mg (ding dang bao ch¥ cd ham lugng
phit hgp) ding 2 14n hang ngdy vio budi sang vA bufi 18i; diéu chinh fidu lién tuc cho t6i liéu phi hop
nhy d5 md tA & trén, t6i liéu 20mg/24 gid, chia thanh 2 In, ding vao bufi sing vi bubi ti. Phai theo
dbi huy&t 4p va chic ndng thin chat chd trudc va sau khi bt dfu diéu trj 08 trinh ha huybt 4p nidng va
suy than. Nfu c6 thd, nen gidm liu thudic gi nidu trudc khi bdt ddu diéu trj bing enalapril. Nén theo ddi
néng @) kali huy&t thanh vi diu chinh vé mic binh thubng.

+ D4 oo trubing hop ha huy8t 4p trigu chdng ngng sau khi ding liu enalapril d4u tién va cb 2 - 3% s8

ngudi trong thi nghigm IAm sang phdi ngling difu tri. Ha huy8t 4p ban d4u thudng khdng cb nghla 13 tic

dyng ndy s8 duy trl trong subt dgt diéu trj.

Dol vél gidm chie adng thin; gidm lifu hodc kéo dai khodng cdch gida cic lidu:

B4 thanh thii creatinin (mUphit)  Lifu ban 84u (mg/ngdy)
5-10

-

30 - 80
29-10 255
<10 25

Enalapril dugc loai trir biing thdm tich mdu. Ding 2,5mg enalapril (ding dang bdo ché cb ham lung
phi hop) trong ngay thdm tich méu cho ngudi bInh gidm chic nang thin ndng dugc difu trj bAng thim
tich mdu. Nhilng nay ti€p theo difu chinh liu theo huyt 4p.

C4n phai diéu chinh lidu d3c bigt trong khi diéu tri k&t hop vdi cic thulfc ha huydt 4p khic.

- Trong vong 4 tufn, néu khdng dat duge kBt qud dibu trj, phai ting lifu hodc phdi cAn nhdc ding tham
thulc ching ting huyt dp khéc.

« Tré em: Chua cd chiing minh vé sy an todn v higu qud khi ding thulc cho tré em.

TAC DYNG KHONG MONG MUGN:

+ Thubng nhe va thodng qua, nhung cb khodng 3% déin 6% noudi ding thuSc phii nging didu trj.

+ D& c6 biéu hign ha huyst 4p tridu ching khd n3ng sau khi ding 1i8u enalapril d4u titn; cb d&n 2 - 3% s
ngudi trong cdc thi nghigm 1Am sing phi ngiing difu tri, d4c biét véi nhing noudi swy tim, ha natri
huydt, vé voi ngudii cao wli dugc difu tri dbng thai voi thusc Il tidu.

+ 0 ngudi suy tim sung huyét thuding xudt hign ha huy8t &p tridu chiing, chiic nang than xu di va tang
"h:a, 84 kali huy&t thanh, d3c bigt trong thdi gian ddu dung enalapril & ngudi difu trj dSng thai vai thudc
i tidu.

+ Chic ndng thn xJu di {ting nhat thoi uré va ting ndng a0 creatinin huy8t thanh) d3 xay ra & khodng
20% nguéi tang huy€t 4p do bénh thin, ajc gt & nhilng ngudi hep ddng mach thin hai bén hojc hep
ddng mach thin & ngudi chl cd mot than.

Thudng gip:

H@ thdn kinh: Nhic ddu, chong m3t, mét mdi, mat ngd, dj cdm, loan cam.

Tiéu héa: REI loan vj gidc, tiéu chdy, budn ndn, ndn vd dau byng.

Tim mach: Phii mach, ha huyft 4p ning, ha huy&t &p t th ding, ngdt, dénh trding ngyc, vA dau ngyc.

Da: Phit ban.HO hdp: Ho khan, c6 thé do tang kinin & md hodc prostaglandin & phdi

Khéc: Suy thin.

wip

. hoc; Gm hemoglobin va hematocrit, gidm bach cdu hat, gidm bach cdu trung tinh.

« Nigu Protein nigu.H# thdn kinh trung uong: HEt hedng, kich dong, trim cidm ning.

Hiffm gdp

+ Tiéu héa: Tdc rudt, viem tyy, viem gan nhifm ddc i mat, ting cim nism mac ming.

+ Khic: Qui mdn, trdm cim , nhin md, ngat mii, dau cg, co thit ph¥ quin va hen.

(Ghi_chil; Théng bdo cho bc s§ nhidng tAc dyng khong mong mudn gdp phdi khi sif dung thulic,

THAN TRONG:

+ Noudi gidm chic ndng than,
«+ DBivéi ngudi nghi bj hep ddng mach than, cn phai dinh lugng creatinin méu trudc khi bt du didu trj.

A

3 HUGNG DAN SU DUNG THUOC: (MAT A)

+ Phy nl mang thai:
- Gﬁnadcchﬂlﬂcw(ACEkhéc.amlaplilcoth‘gaybﬂnhvammcmtm&nlﬁvﬂwsﬂmhl@himlﬁw




chotré sosinh, gm: Ha hut i, phuc hodc khdng hdi phyc va tif vong.

- Phdingiing ding enalapril cd

+ Phy nif cho con bi: Enalaprikbartié
tré bl sda me rdt thip.

+ Ll xo vd vqn hiinh miy mée: Chil
thusic gy bubn ngli va mét mdi.

[TUONG TAC THUAC:

+ Sl dung afing thdi visi mot s thubic giin mach khac (v dy nitrat) hofic cdc thulic gy mé cb thd gay ha huyBt &

trdm trong. C4n theo d6i ngudi bdnh chat chd va difu chinh bAng tng thé tich tuin hodn (truyén dich).

Sl dyng ading thisi voi thubc i tig thinh thodng o6 thé gay ha huy8t 4p qui misc sau khi bt adu difu trj vo

enalapril. Nén ngifng ding thufc igi ti€u hodc ting dung mubi 1 trude khi b&t adu dibu trj voi enalapril,

+ Sif dyng adng thdi vai cac thudic gay gidi phang renin: Tic dyng ha huydt dp clia enalapril tAng 1Bn bdi cdc th
g4y gidi phong renin cb tic dyng chiing ting huydt Ap (vi dy thudc g ti).

+ 5it dung ang thdi vdi cac thulc 1am tang kall huy8t thanh, vi dy: cic thulic ki niBu gill kali, cic chit bl s

kali holic mudi chifa kali, c6 thé gay tang kall huy8t thanh, dic bigt & ngudi suy than, do d6 nén theo d6i ngud

binh chit chd va thuling xuyfin theo ddi néng 4 kali huyft.

Sif dyng déing théi véi lithi ¢ thé 1dm tang ndng 64 lithi huy&t oZn d&n nhidm dgc lithi.

+ Sirdyng adng thai vai cdc thulc gifin phe quiin kidu giao cAm, cdc thudc chiing viem khong steroid (NSAID)

thé 1am gidm tdc dung ha huyst 4p ciia enalapril.

Sifdyng d6ng thii vi cac thulic ulng trdnh thai gy tng nguy catdn thuong mach va kho kiém sodt huyBt dp.

Sif dyng ddng thoi vdi cic thudc chen beta - adrenergic, methyldopa, cdc nitrat, thulc chen calci, hydralazin

prazosin, va digoxin khong cho thdy téc dung phy c6 ¥ nghia m sang

pugc LYC HOC:

+ Enalapril @ thuSc dc chd men chuydn angiotensin, c6 tic dyng nhd enalaprilat [d cht chuyén héa ciia enalapri

sau khi uSng. Enalapril 12m gidm huy8t 4p & ngudi huy8t 4p binh thuding, ngulsi ting huyst 4p, va b tic dyng

@& huy8t ddng & ngubdi suy tim sung huy8t, chi yEu do Gc ché hé renin - angiotensin - aldosteron. Enalapri

ngan cin angiotensin | chuyén thanh angiotensin Il (chdt gly co mach manh) nhd dc ch& men chuyé

angiotansin (ACE). Enalapril cing lam gidm aldosteron huy8t thanh ddn aéin gidm gil natri, 12m ting hé gid

mach kallikrein - kinin va cd thé m thay d8i chuyén héa chdt prostanoid va dc ché he thin kinh giao cim.

enzym chuyén 66i angiatensin gid mOt vai trd quan trong phan hiry kinin, nén enalapril clng dc ché phan hi

bradykinin. V1 bradykinin ciing 14 1 chat gdy giin mach manh, hai t4c dyng ndy clia enalapril c6 thé gidi thi

tai sa0 khong cb mdi lién quan ty 1§ thisn gida néng 69 renin va dép ding 1Am sang véi difutri enalapril,

@ nguai tang huyét 4p, enatapril idm gidm huy8t 4p bing cdch Am gm siic cn todn b9 ngoai vi kim theo ta

nhg hodc khong tng tAn s§ tim, u lgng t4m thu hodc Ius kegng tim. Thude gdy gidin ddng mach va cb thé

finh mach. Enalapril thudng km gidm huydt 4p tim thuva tim trng khodng 10 - 15% & cd hai tu th nim

ngdi. Ha huyBt &p tthi diing va nhip tim nhanh 1t khi xdy ra, nhung thubng hay g3ip hon & ngudi gidm natri ma

hodc gidm th tich mau,

0 ngudi suy tim sung huy8t, enalapril, thuing phai hp véi glycosid tim va thudc ki tifu, lAm gidm silc can tod

b9 ngoai vi, &p Wic ddng mach phéi bit, kich thudic tim, va dp lyc ddng mach trung binh va &p kyc nhT phdi. Ch

s tim, cung igng tim, thd tich t4m thu va dung nap géng sifc gia tang. Enalapril gidm hdu génh bi ting cao

Phl dai thdt tréi gidm sau 2 - 3 thang ding thulic ic ché enzym chuyén angictensin, vi angiotensin Il 14 1 ch

kich thich manh tang truling co tim. J

-

*

-

+ L lugng méu thn c6 thé tang, nhung A9 loc cu thin thudng khdng adi trong qué trinh dibu trj bAng enalapril
Nitouré mau (BUN) v creatinin huy&t thanh doi khi ting khi difu tr bAng enalapril 13u dai, nhung hay gp han
ngudi co tén thuong thin t trudc hadc b.ngwi ting huy8t 4p do mach than. Ngodi ra, chic ndng thin cb
XA di 5t trong khi didu trj bAng thusic ic chf ACE 3 ngut c6 than tudi mau kém bj nang t tnc. \

+ 0 ngui ddi thao dubng, enalapril da chiing t3 Wm gidm bai tigt protein - nibu. Enalapril cling 63 chiing td lam
tang d) nhay cam véi insulin & nguoi tang huy8t 4p bi hadic khing bj d4i théo dudng.

+ Enalapril khdng ldm gidm chuyén hda lipid b4t ¢ mic 49 ndo

DUC BONG HOC:

+ Saukhi uSng, khodng 60% liéu enalapril duge hap thu 1 duding tiéu hoa. Néng a0 dinh clia thul trong huyll
Ulanhdatd.ncumovhnuo.ﬁ-I.Sgiﬁ,NiH”théilriflinmﬁclthdnnﬂn&ﬁcdunul‘w!!wnahcki
dai khodng 24 gid. Thilc an khong dnh hubng tdi hp thu thuc. Saukhi h&p thy, enalapril duge thiry phdn nhié
ﬂnanthanhanaluriuMmﬂmmemwmmhﬂlmnhnﬂhi&nlmmad!n‘gia

. wnumo(Iiusmpﬁlmmnmhahw(téprﬁkrunﬂniﬂsauhlildna.natﬂ“ldatrwbsniﬂwa

::odanmnnmmz-zwiu. Huy#t &p cf thé gidm tif tir va phai difu tri mot s8 tudn mai dat duge te dy
y dil.

Tdc dyng huyét ddng clia enalapril bt d4u chdm hon va kéo dai hon so véi captopril. & ngubl suy tim sun

huy8t, tac dung huy8t dng clia enalapril rd trong vdng 2 - 4 gi va o6 the kéo dai 24 gids sau khi uing mot lidu.

Khodng 50 - 60% enalapril lign két vai protein huy8t tuong.

+ Knhodng 60% li€u uSng bai tidt vao nubc tifu & dang enalaprilat va dang khong chuyéin héa, phin con lai
thuBc diothdi theo phan.

0UA LIy, X TRI:

+ Trigu ching: Tai ligu v qud liéu ciia enalapril & ngudi cdn han chd. Bc dim ndi bat cila qua 1i6u enalapril 14 hal
huyt 4p nang.

# Xiriel: Khiqua lifu xdy ra, nén ngimg didu trf bAng enalapril v theo dGi ngubi b&nh chiit ché, &p dung céc bign
phép diu trj trigu ching va hd trg nhu gly ndn, rila da day, truydn finh mach huyét tuong va natri clorid d duy
trl huy8t &p va didutri mdt cAn bAng dién gidi. Thdm tach mdu co the loai enalapril khdi ln hoan.

uI CACH BONG 601

+ HOp3vl x10vién nén.

+ HOp 10vix 10 vidn nén. J

0 QUAN: Nei khd, nhigt d khdng qud 30°C, trénh 4nh ssng.
N DUNG: 24 thing k& tif ngay sin xust,

£ cHukN: DBYN IV

HO ¥: THUGC NAY CHI DUNG THED BON CUA BAC ST

hong si dyng thudc nfu:

+ VidnthuGc b| bign maw, ni v,

+ Vithude bj rich,

+ Phil ngung ding thudc ngay vi thong bdo cho ke 57 ki g§p nhing ifdu chitng d|

+ Df xatémtay ik em. N

+ DBoe kf mrdng ddn sl dynp trude khi ding. Néu cfn thém hdng tin, xin b1 § kIfh bic 5.

+ Khowp ding hulc qud hyn ding ghl trdu ohin.

CONG TY C8 PHAN DUGC PHAM TRUNG UONG VIDIPHA PIHO CUC TRUONG
184/2 L8 Viin 5§, Phudng 10, Quin Phi Nhugn, TP HCM 2
DT: (08) - 38440106 Fax: (64 - 8) - 38440445 > 3
San xudt tgl: chi nhdnh CTY CPDP T.UI VIDIPHA tinh Binh Duromg ?ﬁﬂ %% ﬂ&??é

VIDIFHA Ap Tan Binh, x& Tan Higp, huydn Tan Uyén, tinh Binh Dudng

-

-




