BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Doc lap - Tu do - Hanh phic

GIAY TIEP NHAN ,
HO SO THONG TIN THUOC

Cuc Quan ly Dugc - Bo Y té
D3 tié€p nhan ho so diang ky thong tin thude 47/2017/DPKQC-STA
Cua: Cong ty TNHH Lién Doanh Stada - Viét Nam
Dia chi: K63/1 Nguyén Thi Soc, ap My Hoa 2, Xuan Théi Pong, Hoc Mon,
thanh phé H6 Chi Minh
bién thoai: 083.7181154
Dang k¥ thong tin thudc: Lisinopril Stada 10mg
Hinh thic thong tin thudc: Tai liéu thong tin cho can bo y té
S6 gidy ti€p nhan: 0076/17/QLD-TT
Ngay nhan du ho so hop 1é: 05/06/2017

Ha Néi, ngay.Jd thang. ..ndm 2017
KT. CUC TRUONG

PHO CUC TRUGW

Nguyén Tat Pat

077D



Maduette quing cdo sén phdm Lisinopril STADA 10 mg
* . Hinh thdc: Tai liéu th6ng tin cho cdn bg y 1€ Kich thudc A4 (2 29.7m) ., 1

Llsmoprll STADAT10/m lll'

LIEN DOANH

STAOA-VETAAY

. Diéu tri:
+ Tang huyét ap *

+ Suy tim sung huyét *
+ Nhdi méu co tim * o
+ Bénh thdn do ddi thiao dudng *

~ os/o6/w04p

TR A AN T

X THUGC BAN THEQ DON

Lisinopril STADA 10 mg

Lisinopril (dihydrat) 10 mg
isinop!

W

m_.wﬂxlovlhlnh v

Nhéa sén xufit: Céng ty TNHH Lién Doanh STADA - VIET NAM

= KB3/1 Nguy&n Thj Séc, Xuan Thdi Béng, Hoc Mén, TP. H8 Chi Minh

Tel: 08. 3718 1154 - 3718 2141 Fax: 08. 3718 2140 Email: stada @ stada.com.vn T ——
= 40 Pai 16 Ty Do, KCN Viét Nam - Singapore, Thuan An, Binh Ducng '

Tel: 0650. 3767 470 Fax: 0650. 3767 469 Website: www.stada.com.vn S—I-ADA

‘ S8 Gidy tiép nhan hé so dang ky tai liéu thdng tin thudc ela Cuc Quén Ly Duge - B6 Y Té: ...../.../QLD-TT, g (S , . ’
NQAY ...../..../...... Tl lidu gém 4 trang. Théng tin chi tiét xem phdn théng tin s&n phdm & trang 2 va 3. Hu‘ong tdi suc khoe cong dong
* Théng tin xem & muc chi dinh phén théng tin sdn pham. Ngay ...../..../.... in tai liéu.

-1-

ich thuéc ban in = 85% kich thuéc that



Maquette quing cdo sin phdm Lisinopril STADA 10 mg

Hirth thdc: Tai liéu théng tin cho cdn bd y t€

Kich thudc A4 (21x29.7cm) (4 mét) Trang 2
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THANH PHAN

M4i vién nén Lisinopril STADA 10 mg chua:

Lisinopril 10mg

(Manitol, calci hydrophosphat dihydrat, tinh bt ngd, tinh bot
tién hé hoa, colloidal silica khan, magnesi stearat)

MOTA
Lisinopril STADA 10 mg: Vién nén tron mau trang, hai méat
khum, mot mat khdc vach thap va “10", mdt mat khac vach
thap.

DUQC LUCHOQC
Lisinopril 1a thudc Uc ché men chuyén angiotensin (ACE). ACE
la modt peptidyl dipeptidase xtc tac phan (ng chuyén
angiotensin | thanh angiotensin |l ¢6 tac dung co mach.
Angiotensin Il con kich thich tiét aldosteron clia vo thugng than.
Téc dbng c6 ich cla lisinopril trén bénh tang huyét 4p va suy
tim chl y8u do Uc ché hé théng renin-angiotensin-aldosteron.
Viéc tc ch& ACE 1am gidm angiotensin Il trong huyét tuong dan
dén giam hoat tinh co mach va giam tiét aldosteron.

DUQC PONG HOC
Lisinopril hap thu cham va khéng hoan toan sau khi uéng. Su
h&p thu rét khac nhau gitia cac ca thé, khoang tu 6 - 60%,
trung binh khodng 25% liéu dung dugc hép thu. Lisinopril la
moét diacid c6 sén hoat tinh va khang cdn dugc chuyén héa
trong co thé. Néng dd t6i da trong huyét tudng dat dugc sau
khoang 7 gid. Lisinopril khéng lién két dang ké vdi protein
huyét tuong. Thudc dugc thai trlii qua nudc tiéu dudi dang
khéng bién ddi. Thai gian ban hiy tich Ity sau khi udng nhiéu
liéu & ngudi bénh co chic nang than binh thudng la 12 gid.
Lisinopril dudc loai bd béng thdm tach mau.

CHIBINH

- Tang huyét ap: Lisinopril dugc dung don tri hay phdi hgp vai
cac nhom thudc diéu tri ting huyét p khac (nhu thudc Igi tiéu).

- Suy tim sung huyét: Lisinopril dudc ding két hgp vdi thudc Igi
tiéu va cac glycosid tim trong diéu tri suy tim sung huyét co
triéu chitng dé khang hodc khéng dugc kiém soat tot béi thudc
g tiéu va glycosid tim.

- Nhéi méu co tim cdp: Lisinopril dugc dung phéi hap vdi thudc
lam tan huyét khéi, aspirin, va/hodc thudc chen p-adrenergic
dé cdi thién sy s6ng con trén nhitng b&nh nhan nhdi mau co
tim cdp cé huyét dong 6n dinh.

- Bénh than do dai thao dudng.

LIEU LUGNG VA CACH DUNG
Lisinopril STADA dudc dung bang dudng udng.

Ngu®i16n

- Tang huyét 4p

+Trén ngudi I6n khéng dang ding thudc Igi tiéu: Liéu khdi dau

théng thudng cha lisinopril 5 =10 mg x 1 ldn/ngay. Liéu ding

clia thuSc nén dugc diéu chinh theo sy dap ing bién dd huyét
ap clia bénh nhan. Liéu duy tri théng thuéng clia lisinopril cho
ngudilén la 20-40 mg/ngay, dung mét liéu duy nhat.

+Trén bénh nhan dang ding thudc Igi tiéu: Khuyén cdo néu

c6 thé nén ngung dung thudc Igi tiéu 2-3 ngay trudc khi bat

Lisinopril STADA 1 mg

Tai lidu théng tin ch
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déu diéu trj vdi lisinopril. Trudng hgp khéng thé ngung ding
thudc Igi tiéu thi c6 thé bd sung mudi natri trudc khi bat dau
uéng lisinopril dé giam thiéu nguy cd ha huyét ap, va liéu khai
déu cla lisinopril cho ngudi ldn 1a 5 mg/ngay dudi sy giam sat
y khoa chat ché t&i thidu 2 gid cho dén khi huyétap én dinh.

- Suy tim sung huyét: Liéu khdi dau théng thudng dé diéu tri suy
tim sung huyé&t & ngudi I6n c6 chifc nang than va néng dé natri
huyét thanh binh thudng la 2,5-5 mg/ngay. Liéu co hiéu qua
cua lisinopril thong thudng cho ngudi 16n ti 5-40 mg/ngay,
dung liéu duy nhat.

- Nhéi mau cd tim cap: Nén dung mét liéu lisinopril 5 mg trong
vong 24 gid sau khi triéu chiing nhdi mau cd tim xay ra, liéu 5
mg va 10 mg Ian lugt sau 24 va 48 gid tiép theo. Sau dé, nén
dung liéu duy tri 10 mg/ngay; tiép tyc diéu tri lisinopril khoang
6 tudn.

- Bénh than do dai thdo dudng: Liéu khdi ddu la 2,5 mg x 1
I&n/ngay. Liéu duy tri 10 mg/ngay cho bénh d&ithao dudng typ
1 ¢6 huyét 4p binh thudng, tang dén 20 mg/ngay néu cén dé
dat huyét ap tam truang 8n dinh dudi 75 mmHg. Tang huyét
ap & bénh nhan dai thdo dudng typ 2, nén diéu chinh liéu ding
dé dathuyét 4p tam trudng 6n dinh dudi 90 mmHg.

Tréem

+Tré em tr 6 - 12 tudi: Liu khdi ddu dung lisinopril la 70
mcg/kg (t8i da 5 mg) x 1 I&n/ngay. Liéu dugc tang trong
khoang 1 - 2 tuan dén t6i da 600 mcg/kg hodc 40 mg x 1
lan/ngay.

+Tré em trén 12 dén 18 tudi: Liéu khéi diu 2,5 mg/ngay, dudc
tang dén t8i da 40 mg/ngay khicén thiét.

+Bénh nhan suy than: Trén bénh nhan ngudilén suy than, nén
gidm liéu khdi dau cla lisinopril tiy vao dé thanh thai creatinin
(CC)nhu sau:

+CC i 31 - B0 ml/phat: 5- 10 mg x 1 1an/ngay.

+CCti 10- 30 ml/phat: 2,5 -5 mg x 1 1an/ngay.

+CC < 10 ml/phut hodc phai thdm tach mau: 2,5 mg x 1
ldn/ngay.

Liéu phai diu chinh theo dap ung, dén t&i da 40 mg x 1
l&n/ngay.

Khéng nén dung lisinopril cho tré em cé dd loc cau tha
mi/phut/1,73 m®, %Q\
CHONG CHIiBINH

- B&nh nhan c6 tién st phi né lién quan dén viéc diéu tri 1812_%13
vdi thudc tc ché men chuyén. / 2041
- Bénh nhan phu mach ditruyén hay tu phat.
- Bénh nhan hep déng mach chi, hodc bénh co tim tic nghén,
hep déng mach than haibén hodc & mdtbén than.
- B&nh nhan man cam vdi lisinopril, cac thuéc ACE khéc, hoac
bat ky thanh phdn naotrong céng thic.
THAN TRONG
- Hep déng mach chi/phi dai co tim: Giéng nhu cac thudc gién
mach khac, lisinopril nén dugc ding than trong trén bénh
nhan tac nghén dudng ra clia tam th&t trai (nhu truéng hop
hep déng mach chii, phidaicaotim).
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Maguette quing cdo sdn phdm Lisinopril STADA 10 mg

Hinh thdc: Tai liéu théng tin cho cdn b6 y t€

Lisinopril 10 mg

- Anh hudng ién than: Uc ché hé renin-angiotensin-aldosteron
c6 thé gay suy than va rdt hiém xay ra suy than va/noac tl
vong trén nhiing b&énh nhan nhay cdm (Vi du: bénh nhan cé
chiic nang than phu thudc vao hoat dong cla hé renin-
angiotensin-aldosteron nhu bé&nh nhan bj suy tim sung huyét
nang. Hep ddng mach chi than, tién sl suy than, va két hgp
vdi thudc gi tiéu con 1a yéu 18 nguy cd gay suy than trong khi
diéu tri vdi thudc tc ché ACE. Pa chiing minh suy than trén
bénh nhan nhéi mau co tim cdp (néng dd creatinin huyét
thanh vugt qua 2 mg/dl), chi y ngung ding lisinopril néu ndng
dé creatinin huyé&t thanh vugt qua 3 mg/dl hoac gép ddi so vdi
tri s8 trudc khi diéu tri.

- Anh hudng trén kali: Tang kali huyét cé thé tién trién, dac biét
trén bénh nhan suy than ho#c ti€u dudng dang ding céc thudc
c6 thé lam tang kali huyét thanh (nhu thudc Igi tidu tiét kiém kali,
thudc b8 sung kali, chat thay thé mudi chira kali). Viéc tang kali
huyét cé thé gay hau qua nghiém trong, ¢ nguy co tif vong,
loan nhip tim.

- Ha dudng huyét:Ha dudng huyét cé thé tién trién & bénh nhan
dung két hgp thudc uc ché ACE vdi insulin hay cac thudc tri
dai thao dudng bang dudng uéng, dic biét trong nhilng tudn
déu diéu tri phdi hgp hay trén bénh nhan suy than,

- Ho:Ho khan va dai ding da dudc bao céo vdi tét ca cac thudc
trc ché& ACE, héi phuc sau khi ngirng dung thuéc.

- Phiu thuat/gdy mé: Cé thé xay ra ha huyét ap trén nhitng
bénh nhan dang trai qua phau thuat hoac trong khi gay mé vdi
cacthudc gay ha huyétap.

TUONG TAC THUGC

- Thudk Igi tiéu: Bénh nhan dang dung thudc lgi tiéu va dac biét
mdi bat ddu dung thudc 1gi tiéu thinh thodng co thé ha huyét
ap qua muc sau khi khdi ddu diéu tri véi lisinopril.

- Thuéc khang viém khéng steroid: Dung d6ng thdi véi lisinopril
c6 thé gay haith&m cho chiic nang than.

- Céc thuéc tang kali huyét: Lisinopril lam gidm tdc dong mat kali
clia thudc Igi tiéu nhém thiazid. Vigc dung lisinopril cung vdi
thudic Igi tiéu tiét kiém kali (nhu spironolacton, triamteren hoéc
amilorid), thuéc b8 sung kali, hodc ché phadm thay thé mudicé
chua kali 6 thé d&n dén tang dang ké kali huyét thanh. Vivay
néu chi dinh dung phdi hgp cac thudc nay do ha kali huyét ro
rét thi nén than trong va thudng xuyén theo doi kali huyét
thanh. Céc thubc tiét kiém kali khéng nén ding trén bénh
nhan suy tim dang sl dung lisinopril.

- Lithi: Béc tinh ctia lithi da dugc béo cao trén bénh nhan ding
déng thdi lithi véi cac thudc Uc ché ACE c6 tac dung thai tri
natri. Doc tinh cla lithi s& mat khi ngung dung lithi va thuéc tc
ché& ACE. Khuy&n céo nén theo ddi thuéng xuyén néng db lithi
trong huyét thanh néu diing déng thdi lisinopril vdi lithi.

- Thudc khéc: Lisinopril ding déng thdi vdi cac thudc nhu nitrat
va/hodc véi digoxin khéng thdy bang chiing vé tuong tac cé
hai dang ké vé matlam sang. Diéu nay bao gém cé trén bénh
nhan nhéi mau cd tim dang dung nitroglycerin tiém finh mach
ho&c dang dan thdm qua da.
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PHU NU CO THAIVA CHO CON BU

Phy nir 6 thai: Trong giai doan quy 2 va 3 cla thai ky, viéc
diing cac thudc tic ché ACE cé thé gay hai va tham chi gay tif
vong cho thai nhi. Khi phat hién mang thai, nén nging
lisinopril cang sém cang tét.
Phy ni cho con bu: Khong ro thudc c6é phan bd vao siia
ngudi hay khéng. Do kha nang cé nhiing phan dng phuy
nghiém trong cia thudc Uc ché ACE cho tré dang bu sifa me,
nén cé quyét dinh ngung cho con bu hodc ngung dlng
lisinopril, c&n nhic tAm quan trong cla thudc dbi véi nguoi
me.

ANH HUGNG TREN KHA NANG LAI XE VA VAN HANH MAY
mMoc
Khilai xe hay van hanh may méc phai chd y chdng matva mét
mdi doi khi co thé xay ra.

TAC DUNG PHU

- Thudng gap:

+Toan than: Pau dau.

+H6 hép: Ho (khan, kéo dai).

ft gap:

+Tiéu hoa: Budn ndn, mét vj gidc, tiéu chay.

+Tuén hoan: Ha huyét ap.

+Da: Ban da, rat sén, may day c6 thé ngua hoéc khéng.

+Khac: Mét méi, protein niéu, s&t hodc dau khdp.

Hiém gap:

+Mach: Phu mach.

+Chat dién giai: Tang kali huyét,

+Than kinh: La I&n, kich dong, cAm gidc té bi hodc nhu kim

cham & méi, tay va chan.

+H®6 hdp: Thd ngén, khé thd, dau nguc.

+Mau: Gidm bach céu trung tinh, méat bach céu hat. |

+Gan: Dodc vdi gan, vang da, i mat, hoai tf gan va tén i

thuong t& bao gan. \nﬁ

+Tyy: Viem tuy.
QUA LIEU VA XU TRI

oo o
Trigu chiing: osflo6 /2047
Phén I6n biéu hién cha qua liéu la ha huyét ap. l 204
Diéu tri:

Biéu tri théng thudng bang cach truyén dung dich mugi
sinh Iy. C6 thé loai trlf lisinopril ra khdi tudn hoan chung
béng thdm tach mau.
BAO QUAN:
Trong bao bi kin, noi khd, tranh &m. Nhiét do khong qua 30°C.
HAN DUNG:
36 thang ké tU ngay san xuét.
BONG GOI: .
Vi 10 vién. Hép 10 vi.
TIEU CHUAN AP DUNG:
Tiéu chudn Dugc dién My - USP 35.

THUOC NAY CHi DUNG THEO PON CUA BAC Si
POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG
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