https://trungtamthuoc.com/

Rx Thude nay chi diing theo don thuéc
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Lisinopril STADA 10 mg

Ténthubc

Lisinopril STADA 10 mg

Céc diu hiéu luu § va khuy@n céo khi ding thude
PéxatAmtaytré em

Boc k§ hirémng dan sir dung trurére khi dang

Théanh phin cbng thirc thudc

Thanh phan hoat chét:

Lisinopril
(duéi dang lisinopril dihydrate 10,89 mg)

Thanh phan té duore:

Mapital, calci hydrophasphat dihydrat, tinh bt ngé, tinh bét tién hd hoa, colloidal silica
khan, magnesi stearat.

Dang baoché

Viénnén,

V‘én nén tron-mau tréng, hai mét khum, mdt mat khic vach thap va *10", mot mat khéc

ach thap.
v.enm thé bé doi.
Chidinh
Téng huyét ap: Lisinopril dugc dt‘mg dorn trj hay phi hgrp wéi cac nhom thube didu tr
tang huy8t &p khac (nhur thudc loi tiéu).
Suy tim sung huyér Lisinopril durgre diing két horp véi thudc i iéu va céc glycosid tim
trong digu trj suy tim sung huyét c6 triéu chirng dé khang hodc khong dugc kim soat

10mg

't6t bévi thudc lori tidu va glycosid

Nhbi méu co tim cép: L:smopnl dwc dang phdi hop woi thudc lam tan huyét khoi,
aspirin, va/hodc thudc chen B-adrenergic dé cai thign su séng con trén nhirng bénh
nhan nhdi méu co tim cdp c6 huyét dong 6n dinh.

Bénh than do dai thao dutmg.

Céch dung, lidu ding

Lisinopril STADA 10 mg duoc ding bing dwirng udng.

Nguwi lén

Tang huyét ép
+ Trén nguoi ln khdng dang dong thudc lgi tiéu: Ligu khdi déu thong thuémg cla
lisinopril 1& 5 — 10 mg x 1 lan/ngay. Ligu ding cla thubc nén duwge diéu chinh theo
sir dap trng bién d huyét ap ciia bénh nhan. Ligu duy i théng thuemg cia lisinopril
cho ngurér I6m la 20 - 40 mg/ngay, ding mét lidu duy nhit.

+ Trén bénh nhan dang dung thudc |ri tiu: Khuyén cao néu cd thé nén ngung ding
thudc lgi tiéu 2 — 3 ngay trurdre khi bat dau digu trj véi lisinopril. Trrrng hop khéng
thé ngung ding thudc loi tiéu thi ¢6 thé bé sung mudi natri truréc khi bt dau udng
lisinopril dé gidm thigu nguy co ha huyét ap, va ligu khéi dau cia lisinopril cho
ngurdri Ién 1a 5 mg/ngay dudi sur giam sat y khoa chét cha tdi thigu 2 giér cho dén khi
huyét ap &n dinh.

Suy tim sung huyét: Ligu khoi dau thing thuong dé digu trj suy tim sung huyét & nguéi

Ién €6 chirc nang than va ndng dd natri huyét thanh binh thudng 14 2,5 - 5 mangay.

Ligu cééhléu qua cila lisinopril théng thurdng cho ngurdi Iém tir 5— 40 mg/ngay, diing ligu

duy nhat.

Nhéi mau cor tim cdp: Nén ding mit ligu lisinopril 5 mg trong vong 24 giér sau khi trigu

chirng nhdi méau co tim xdy ra, lieu 5 mg va 10 mg I&n |rot sau 24 va 48 gitr tiép theo,

Sau do, nén ding liu duy tri 10 mgingay; tiép tyc diéu trj lisinopril khoang 6 tufin,

Bénh than do dai thao duwong: Liu khdi dau la 2,5 mg x 1 lan/ngay. Ligu duy tri 10

mafngay cho bénh dai thao dudng typ 1 ¢d huyét ap binh thurdng, tang dén 20 malngay

néu cin dé dat huyét ap tdm truong 6n dinh duwdi 75 mmHg. Tang huyét 4p & bénh
nhéan dai thao dudng typ 2, nén didu chinh ligu ding dé dat huyét 4p tm trurong 8n dinh
duréi 90 mmHg.

Tréem

Tré em tir 6 - 12 tudi: Ligu khivi dau ding lisinopril 12 70 mcgikg (t8i da 5 mg) x 1

Igngay. LiBuduoc téing trong khoang 1 - 2 tuain dén tdi da 600 mcg/kg hodc 40 mg x 1

l&n/ngay.

Tré em frén 12 dén 18 tudi: Ligu khéi dau 2,5 mg/ngay, duoc tang dén t6i da 40

mg/ngay khi can thigt.

Bénh nhén suy than:

Trén bénh nhan ngurin Im suy than, nén giam ligu khéi :ﬂu cla lisinopril ty vé.o ao

thanh thai creatinin (CC) nhir sau:

+ CCtir 31 - B0 miiphut: 5 - 10 mg x 1 lAn/ngay.

+ CCir10-30 mi/phiit: 2,5 - 5mgx 1 lan/ngay.

+ CC<10ml/phit hodc phaithdm tach maw: 2,5 mg x 1 Aningay.

LiBu phai digu chinh theo dap (g, dént6i da 40 mg x 1 1An/ngay.

Khéng nén diing lisinopril cho tré em c6 46 loc ciu than < 30 mifphat/1, 73 m".

'Chéng chidinh

Bénh nhan co tién sir phi né lién quan dén viéc digu trj tride do véi thude e ché men
chi

Béﬁhﬁn phir mach di truy@n hay ty phat.

B&nh nhan hep 66ng mach chil, hoic bénh co tim tic nghan hep déng mach than hai
bén hodc & mot bén than.

Bénh nhan man cam véi lisinopril, cac thudic ACE khéc, heac bét ki thanh phén nao
trong cang thirc.

Canh bao va thén trong khi ding thubc

Hep déng mach chivphi dai co tim: GiGng nhur céc thudc gidn mach khac, lisinopril nén
dugc ding than trong trén bénh nhén tac nghén dudng ra cia tam thét trai (nphu
trurérng horp hep ddng mach chd, phi dai cortim).

Anh hudmg lén than; Uc ché ha renin-angiotensin- a!dosterun cd thé gay suy than va
rét higm xay ra suy than varhofic 1l vang trén nhirng bénh, nnan nheycgm (Vidu: bénh
nhan cd chie nang than phu thuge vao hoat déng cua hé renin-angiotensin-
aldosteron nhu bé&nh nh&n bj suy tim sung huyét nang). Hep déng mach chi thén, tién
sir suy than, va két hop véi thube loi tiéu con 1a yéu 1o nguy co gay suy than trang khi
diu trj viri thudc trc ché ACE. Ba chimg minh suy than trén Bénh nhan nhdi mau co tim
cép (nBng dd creatinin huyét thanh vurgt qué 2 mg/dl), cha ¥ ngung ding lisinopril néu
nbng dd creatinin huyét thanh vugt qua 3 mg/dl hodic gap, um 50 vl tri 86 trudc khi
digu trj,

Anh hudng trén kali- Tang kali huy&t cé thé tién trién, dic hiﬁmén bé&nh nhéan suy than
hodc ti€u durdmg dang ding céc thufic co thé lam tang kali huyét thanh (nhu thude lgi
tiu tiét kiem kali, thude ba sung kali, chét thay thé mudi chira kali). Viec tang kali huyét
cfi thé gay héu qua nghiém trong, cd nguy co tir vong, loan nhip tim.

Ha dudng huyét: Ha duéng huyét c6 thé tién trién & bénh nhan dung kéthop thube tre-

ché& ACE véi insulin hay céc thuc trj dél thao dirong bang dudng ubing, dic biét trong
nhirng tudn dau didu tri phdi hop hay trén bénh nhan suy than,

Ho: Hﬂk%a& wadau déngda duoc béo cﬁmqh titca cac thudc rc :ggac; hoi phuc sau
khing

Phéu th&é:fg&ymé Cothé xay raha huyﬁ'l ép trén nhirng bénh nhan dang trai qua phau
thudt hodc trong khi géy mé voi cac thulic gay ha huyét ap.

9.  Sirdung thudc cho phu nivc6 thaiva cho con bi
Phy ni¥co thai
Trong giai doan quy 2 va 3 clia thai ki, viéc ding cac thubc (rc chEACE c6 thé gay haiva
tham chi gay tir vong cho thai nhi. Khi phét hién mangthaé. nén ngirng lisinopril cang
st cang tét.

Phy ni¥cho con bu

Khéng rd thubc co phan b vao sra nguriri hay khong. Do khﬁ nang I::IS nhitng phan ing

phiy nghiém trong cia thudc irc ché ACE cho tré bi sira me, nén cé quyét dinh
ngirng cho con bl hodic ngung dang lisinopril, cin nhac thm quan trgng cla thubc dai
véi ngudime.

10. Anh hwémg ciathudc ién kha néng l4i xe, van hanh may méc
Khildi xe hay van hanh méay méc phai chay chong mét va mét méi dai khi c6 thé xay ra.

11. Twong tac, twong ky ciathudc
Tuwong téc cua thudc

- ‘Thuéc lgi tigu: Bénh nhan dang ding thuc loi tiéu va déc bigt méi bér dau dung thudc
Igri ti€u thinh thoang c6 thé ha huyét Ap qua mire sau khi khdi dau didu trj véi lisinopril,

- Thudc khang viém khng steroid: Dmﬁngmﬁmﬂmwﬂgﬂymmm
chirc néing than.

- l'cée b‘mdc téing kall huyét: Lisinopril lam giam tac dong mét kali cu&thuﬁclcrl 1i8u nhém
thiazid. Vigc dung lisinopril cing v thudc loi tiéu tist kiém kali (nhur spironolacton,
triamteren ho#ic amilorid), thudc bd sung kali, hodc ché pham thay thé mudi c6 chira kali
co thé dén dén tang dang ké kali huyét thanh. Vi valy néu chi dinh ding phéi hop céc
thudc nay do ha kali huy&t rd rét thi nén thén trong va thurdng xuyeén theo doi kali huyét
thanh. Céc thudc tiét kiém kali khong nén ding trén bénh nhan suy tim dang st dung
lisinopril.

- Lithi: Bdc tinh cda lithi d& dugc bao cao trén bénh nhan ding dbng thii lithi véi cac
thudic trc ch8 ACE cotac dung thai trir natri. Boc tinh ctia lithi s& mét khi ngung duna lithi
va thudc re ché ACE. Khuyén c4o nén theo déi thuérng xuyén nang db lithi n'cng huyét
thanh néu ding ddng theri lisinopril v lithi.

- Thufc khéc: Lisinopril ding déng thdi wéi céc thubc nhu nitrat vashodc v digoxin
khong thay bang chimg vé tuong tac c6 hai dang ké vé métlam sang. Bigu nay bao gém
cé trén bénh nhan nhdi méu co tim dang dung nitroglycerin tiém finh mach hoéic dang
dan tham quada..

Twong ky cta thudc
Do khéng c6 cAc nghign ciru vé tinh terong ky coa thudic, khang tron 1&n thudc nay voi
céc thudc khéc.

12. Técdung khéng mong mubn ciathudc

- Thuremg gép (1/100<ADR < 1/10):

+ To#n than: Bau dau.
+ Ha hdp: Ho (khan, kéo dai).
- ftgap(1/1.000<ADR <1/100):
+ Tiéu héa: Bubnndn, mét vigiac, tiéu chay,
+ Tu@nhoan: Ha huyét ap.
+ Da:Banda, ratsan, may day c6 thé ngira ho#c khdng.
+ Khac: Mét mai, protein niéu, s6t hodic dau khérp.
- Hiémgap (1/10.000 s ADR < 1/1.000):
+ Mach: Phimach,
+ Chéatdién gidi: Tang kali huyét.
+' Than kinh: LG 1an, kich ddng; cam gidc té bi Hodc nhur kim cham & moi, tay va chan.
+ HBhdp: The ngan, kho the, dau ngire.
+ Méu: Giambach céutrung tinh, mat bach ciu hat.
+ Gan:Bic véi gan, vang da, & mat, hoai tir gan va t8n thurong té bao gan.
+ Tuy: Viemtuy.

13. Qualidu va cach xirtri
Triéu ch
Phan lom biéu hién cla qué lidu 1a ha huyét ap.

DiBu trj 1
Bigu trj thdng thurérng bAng céch truyén dung dich mudi sinh Iy, Co thé loai trir lisinopril
ra khdi tuin hoan chung bng thim tach méu.

14. Péctinh dwoc lue hoc
Nhém durge ly: Thudc (rc ché ACE, den thuan,

M&aATC: CO9AAD3.

Lisinopril 1a thudic (c ché men chuyén angiotensin (ACE). ACE la mdt peptidyl
dipeptidase xic tac phan irng chuyén angiotensin | thanh angiotensin 1| co tac dung co
ma;u:h. Angiotensin || con kich thich tiét aldosteron cia vothurgng than. Tac ddng co ich
cia lisinopril trén bénh ting huyst &p va suy tim chi y&u do ¢ ché hé thing renin-
angiotensin-aldosteron. Viéc (rc ché ACE lam giam angmtensm 1l trong huy&( twong
dan dén giam hoat tinh co mach va gidm tiét aldosteron,

15. Béctinh dwoc ddng hoc
Lisinopril hdp thu cham va khéing hoan toan sau khi udng. Sw hiip thu rét khéc nhau gita
cac ca thé, khoang tir 6 - 609, trung binh khoéng 25% liéu diing dugrc hdp thu, Lisinopril
1a mft diacid co sgn hoat tinh v& khéng can dugc chuyén hoéa trong co thé, Nbng dd i
da trong huyét tvong dat duge sau khoang 7 gier. Lisinopril khang lién két dang ké voi
protein huyét tuong. Thude duoc thai trir qua nuée tiéu dudi dang khdng bién ddi, Thivi
gian ban hiy tich Iy sau khi ung nhigu li2u & ngudi bénh c6 chire néng than binh
thuwémg la 12 gidr. Lisinopril dugc loai bd bang thdm tach mau.

16. Quycachdénggoi
Vi 10vién. Hop 10 vi.

17. Diéukién bao quan, han dung, tiéu chuén chét lwong cua thude

17.1. Diéu kién bao quan h
Trong baa bi kin, noi kho, tranh &m. Nhiétd khdng qua 30°C. WA i

17.2. Handing

36 thang ke tir ngay san xuft.

17.3. Tiéu chuéin chét lwong

18.

USk
Tén, dja chi cla co s& san xudit thubc
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