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Mbi vién nén phim chira/ Each film coated tablet contains:
B pril hydrpclorid, s5mg
Ta dugc vd/ excipients g.fs..........coooviin 1 vién/ 1tablet

Tiéu chudn/Specifications: TCCS/ Manufacturer's.

Bao quan/Storage: Noi kho, nhigt dd duai 30°C.
Store in a dry place, below 30°C,

Chi dinh, Chdng chi dinh, Cich diing - Liéu ding
va cac thing tin khad Indications, Contraindica-
tions, Dosage - Administrations and other
information: Xem t& huéng dan sir dung thudc
bén trong hip / See the package insert inside.
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HENAZEPRIL 5

Benazepril hydroclorid Smg

HOP 6 Vi X 10 VIEN NEN BAO PHIM

HATAPHAR

Dé xa tam tay tré em.

Poc ky huéng dan st dung trudc khi diing.

Keep out of reach of child Carefully read the acc
instructions before use.

San xudt tai/ Manufactured by:

CONGTY CP DUoC PHAM HA TAY / HATAY PHARMACEUTICAL JSC

SBK ( Reg.No)

pealtying

S616 SX (Lat. No)

Ngay SX: (Mfg. Date) :

T8 dan phd 56 4 - La Khé - Ha Béng - Ha Noi/ HD (Exp. Date) .

R PRESCRIPTION DRUG

HENAZEPRIL 5

Benazepril hydrochloride 5m

S TA43ZDN3H

BOX OF 6 BLISTERS OF 10 FILM GORTEDIABEETS 0o

GMP - WHO

Population groups No. 4 - La Khe - Ha Dong - Ha Noi

{ HENAZEPRIL

l




https://trungtamthuoc.com/

Hudng dén siv dung thubc
Thuoc ban theo don
HENAZEPRIL 5

- DANG THUOC: Vlen nén bao phim.

- QUI CACH PONG GOI: Hop 6 vix 10 vién. Kem theo 1o hudng dan st dun

-CONG THU'C 1 VIEN THANH PHAM: Moi vién nén bao phim chira:
Benazepril hydroclorid S5mg :
Ta duoce vd 1 vién Dudc p

(Té duoc gom: Microcrystalline cellulose, lactose, crospovidon, magnesi s{ z,gq 1, ﬁgv

bor tale, opadry white).

-DUQC LUC HOC

Trong co thé, benazepril (¢ ché men g,huven angiotensin (ACE). ACE la enzym xuc tac chuyén

angiotensin I trén he renin - angiotensin, thanh angiotensir I, la chit co mach manh va kich thich

bai tiét aldosteron cta vo thuong than.

K&t qué cha vide tc ché ACE la lam gidm angiotensin 1T trong huyet twong, dan dén giam tac

dong co mach va giam tiét aldosterone, ket qué 1am tang nhe kali huyét. Bénh nhan cao huyét ap

duoc diéu trj véi benazepril khodng 52 tudn c6 nong do kali huvet lén dén 0,2 mEq/L, con ncu

chi diéu tri trong 24 tuan khong thiy su thay do6i nong do kali huy ét.

Uc ché su chuyén dbi thanh angiotensin II, dan dén su gia ting hoat dong renin huyet tuong.

Trong céc nghién ciru trén dong vat, benazepril khong co tac dung (rc ché tac dong co mach cua

angiotensin II va khong can thiép vao cdc anh huong huyét dong hoc cla céc chét dén truyén than

kinh thue vat: acetylcholin, epinephrin va norepinephrin.

ACE giéng kininase, mot enzym gdy thoai bién bradykinin. Su gia ting bradykinin, mot peptid

gay gifin mach rat manh cling déng maot vai tro trong higu qua diéu tri cua benazepril.

Trong khi co ché benazepril lam giam huyét ap dugc cho la chu yéu do trc ché hé thono renin-

angiotensin-aldosteron, benazepril ¢6 tac dung ha huye ét ap & nhitng bénh nhan cao huy &t ap cb

renin thap

-DUQC PONG HQC

Hap thu: Sau khi hap thu benazepril nhanh chong bi thuy phan thanh chit chuyén héa c6 hoat

tinh benazeprilat. Benazepril dugc hap thu nhanh, nhung khong hoan toan (37%) sau khi udng va

khong bi anh hwaong boi thice an.

Phan bd: Nong do dinh cua benazepril va benazeprilat trong huyét twong dat trong khoang tuong

ing 0,5 dén 1 gio va 1 dén 2 gid. Sau khi ding mot lidu don, thoi gian tac dung cla benazepril

kéo dai khoang 24 gi¢. Benazeprilat Khong tich lity & mo trir & phdi. Thude qua duge nhau thai va

vao sita me. Thé tich phan bd (Vd): 0,12 livkg

Chuyén héa: Benazepril chuyén héa gin ner hoan toan, tao thanh benazeprilat va nhitng chét

lién hop glucuronid cua benazepril va benazeprilat, céc chét chuyén hoa nay thai trir ca trong

nudce tiéu va mat.

Thai trir: Bai tiét trong nudce tidu: <1%. Gén v6i protein huyét tuong khoang 97%. DG thanh

thai: 0,3 - 0,4 ml/phat/kg. O ngudi 16n binh thuong, thoi gian ban thai khoang 10-11 gio.

Tré em: Tré tir 6-12 tudi ¢o do thanh thai gdp hon 2 1an ctia ngudi l6n khée manh. O thanh thiéu

nién, d thanh thai cao hon 27% cua ngudi lén khoe manh. Thai gian ban thai khodng 5 gid.

Ngu &i cao tudi: Nong do trong huye &t tuong clia benazeprilat khong ting.

O bénh nhén suy gan: Vé co ban duge dong hoc khong thay aoi.

(6] bénh nhan suy than:

D6 thanh thai creatinin >30 ml / phut: Duge dong hoc twong tu nhu ¢ bénh nhén c6 chirc néng

than binh thuong.
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D9 thanh thai creatinin < 30 ml / phut: Ban dAu thoi gian ban thai ting 1én va on dinh sau dé co
the bi giam.

- CHI PINH

Benazepril duge chi dinh dé diéu tri tang huy &t ap vo can mirc d6 nhe dén trung binh. Thube

dugc dung don doc hoac phdi hop véi thude lgi tiéu thiazid.

Chua du co s¢ dir lidu vé tinh an toan va hiéu qua ctia thude trong diéu tri suy tim sung huyét,
benazepril khong dugce khuye én cdo dung trong nhitng truong hop nay.

Chu y khi st dung thude cho déi tuong nhay cdm nhu ngudi cao tudi (trén 65 tuoi) va tré em dudi
18 tubi.

- LIEU LUQONG VA CACH DUNG: Thube chi dung theo sw ké don ciia bac sy

Phai ngung dung thuoc loi tleu 2 - 3 ngay trudc khi bat dau dung benazepril, tru trudng hop
ngudi c6 tang huyét ap tién trién nhanh hodc 4c tinh, hodc tang huyet ap kho kiém soét () nhitng
nguoi nay, co thé bit dau diéu tri ngay vi benazepril vi lidu thap hon duéi sy giam sat ¢ n than
cua bac sy, va tdng dan liéu mot cach than trong. O ngudi giam chirc ning than, p}m aung lidu
thap hon hodc v&i khoang cich gitta céc lidu dai hon va mic gia ting lidu nho ho’n
Benazepril thudug <& hi¢u qua khi dung huo\, mdt 1an mdi ngay. Tuy \av néu tac dung gayv ha

huyét ap gidm trudce 24 ¢gio, phai chia téng lidu trong ngay thanh 2 lan udng. LT

Liéu don dpc: S '/"‘

Pé didu tri tang huyét ap ¢ nguoi 1om: LO"J{J TY

+ Khéi ddu: Udng 10 mg, ngdy mot lan. Diéu tri it nhat 2 tuén. E( GO PHAN

+ Duy tri: Ubng 20 - 40 mg, ngiy mdt lan hodc chia thanh 2 lan. LB “{jD PHAM  /+
Liéu diing phm ho‘p vGi thube loi tiéu: HA JM’ /S

Lzeu khoi dau: S mg, ngay mot lan. Phai theo doi huyét ap trong vai gio sau Ile t ‘m_ciagﬂd
huyét ap 6n dinh, dé dé phong ha huy &t 4p qua muec. Sau d6 diu chinh lidu cho pht hop.
Liéu ding cho bénh nhan suy thin:
B6 thanh thai creatinin trén 30 ml/phut: Liéu twong tu nhu & bénh nhén ¢d chirc nang than binh
thuong.
P thanh thai creatinin dudi 30 ml/phut: Lidu khoi dau 5 mg/ngdy, tiy dap tmg bénh nhén ¢6 thé
tang len 10 mg/ngay.
Liéu ditng cho ngueoi cao tuéi: Lidu khoi ddu 5 mg/ngay. Sau 1 thang, ¢6 thé tang licu Ién

10 mg/ngay
- CHONG CHI PINH
+ Qué mén cam voi bat ky thanh phan nao cua thude
+ Bénh nhén ¢6 tién sir phit mach c6 hodc khéng diéu tri bing cac thude e ché ACE truée dé.
+ Phu nit ¢6 thai va cho con bu.
+ Phéi hop benazepril véi cac thude c6 chira aliskiren trén bgnh han dai thao duong hoac bénh
nhén suy thdn mwre do trung binh dén nang (GFR <60ml/phut/1, 73m?).
- THAN TRONG
5 O ngudi bénh ¢6 chirc nang than suy giam; hep dong mach than mot bén hodc hai bén; nguoi bi
mat nuée hodc didu tri voi thude loi ticu manh; diu tri voi thudc lgi tiéu gitr kali; ngud1 bénh hep
18 dong mach chi hodc hep 16 van hai 14, cAn bit diu diéu tri v6i lidu thip va sau d6 ding liéu
thép hon lidu thuong dung.
+ Sau khi ding lidu thudc ban dau, ngudi c6 hé renin hoat hoa nhiéu d6i luc co thé c6 phan ting
ha huyét 4p manh trong nhimg gio dau. Khi c6 haMuyét ap manh, tiém truyen tinh mach natri
clorid 0,9%. Su ha huyét ap nhat thoi nay gin can vide tiép tuc didu tri. Néu dung liéu
ban ddu thp, thoi gian ha huyét 4p manh s&
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+ Trong phau thudt 16n, hodc khi gy mé vai thubc gay ha huyét 4p, thude (rc ché enzm chuyén
angiotensin ngan can tao angiotensin II sau gidi phong renin. Piéu nay gay ha huyét ap manh, c6
thé hiéu chinh d& dang bang ting thé tich huyet tuong.

+ O ngudi bénh giam chirc ning than, don thuan hodc két hop v&i bénh mé lién két, can theo doi
56 lwong bach cdu trong 3 thang dau. Can bao cho ngudi bénh phai dén kham béc s¥ ngay khi co
nhiém khuan, dau hong, s6t doi khi do mat bach ciu hat. Nguy co nay tdng lén khi ¢6 bénh mo
lien két, str dung thudc giam mién dich, hodc giam chirc ndng thén.

+ Than trong trong céc truong hop phong bé kép hé RAAS, ho khan, phti mach, ha huyét ap...

+ Khong nén ding thudc cho bénh nhan khong dung nap lactose, ching thiéu hut lactase Lapp
hodc roi ioan bap thu glucose-galactose.

- THOT KY MANG THAI

Dung thudc e ché enzym chuyen angiotensin trong 3 thang dau mang thai ¢6 thé gy sinh non,
gdy cac bénh v & tim, di tat than kinh.

Dung thude e ché enzym chuyén angiotensin trong ba thang gilra va ba thang cubi cua thai ky co
thé gy tang ty I¢ tr vong va r§, 1& mic bénh & tré so sinh. DA co truong hop bi it nude 01, ha
huyé€t ap , thiéu niéu/vS niéu 6 tré 5¢ sinh, suy thn co hdi phue hodc khong hoi phuc.

Do d6, khong dung thude tre ché enzym chuyen angiotensin trong thoi ky mang thai.

- THOI KY CHO CON BU

Thude qua duoc hang rao nhau thai va vao stta me nén khong khuyén cdo st dung thude trc ché
men chuyén angiotensin (ACE) 0 phu nlr cho con bu.

- ANH HUO’VG CUA THUOC PEN KHA NANG LAI XE VA VAN HANH MAY MOC
Thude c6 thé giy nhire dau, chong mit, mét moi, ngu ga nén khong dung thude khi 1ai xe va vén
hanh may moc.

-TAC DUNG KHONG MONG MUO\I (ADR)

ADR cua benazepril thudng nhe va nhét thoi, va khéng c6 moi lién quan gitra ADR va tudi, thoi
gian diéu tri, hodc tong lidu trong pham vi 2 - 80 mg. Khi dung benazepril, can luu y 14 mot thude
tc ché enzym chuyén khéc, captopril, da gy mét bach cdu hat, dac biét & nguoi bénh giam chirc
nang thin hoic ton thuong mach mau trong bénh tao keo nhu luput ban do lan téa, hodc benh xo
cimg bi. Khong cé du tu ligu dé ching minh benazepril khong c6 ADR nay. : 050
Thuong gap, ADR >1/100

Ho hap Ho nhat thoi.

Heé than kinh trung wong: Nhirc dau, chong mat, mét moi, ngu ga.

Tiéu hoa: Buon nén.

Huyét hoc: Ting creatinin huyér, giam bach cau trung tinh, giam hemoglobin.
[t gaip, 1/1000 < ADR < 1/100

Tim mach: Ha huyét ap. nhip tim nhanh, phu mach.

Heé than kinh trung wong: Lo au, mAt ngu, tinh trang kich dong.

Da: Ban, hoi chung Stevens - Johnson, ban do da dang, man cam v&i anh sang.
Noi tlet va chuyén hoa: Tang kali - huy &t

Huyét hoc: Tang uré mau va creatinin huyét, mét bach ciu, giam tiéu cau, giam hemoglobin..
Tiéu héa: Tao bon, viém da day, non, dai tién mau den.

Gan: Vang da.

Sinh duc - niéu: Liét duong, nhiém khudn dudng niéu.

Than kinh - co - xwong: Tang truong luc, di cam, dau khop, viem If( " dau co, yéu co.

H6 hép: Viém phé quan, kho thd, viém xoang, hen. /

Khéc: Ra mo hoi. /

cﬁ" PHﬁ.’N
DUaC PHAM
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-HUONG DAN CACH XU TRi ADR
Ban, may day thuong mat di khi giam liéu, hodc ngimg thude, hodc dung thude khang histamin.
Ho va vang da thuong mat di trong vai ngay sau khi ngtrg benazepril.
Khi ¢6 phii mach kém theo sung ¢ mat, niém mac miéng, moi va cac chi, ngimg thude va khong
can cac bién phap diéu tri khac, mic du thudc khang histamin ¢ thé lam gidm céc triéu chimg
nay.
C6 thé diéu tri phit mach & ludi, thanh mén, hodc thanh quéan nhu sau: ngung thube trc ché enzym
chuyén angiotensin va cho ngudi bénh vao vién; tiém dudi da, hodc hiém truong hop phai tiém
finh mach adrenalin; tiém tinh mach diphenhydramin hydroclorid; dung hy drocortison duong tinh
mach.
TITON(J TAC THUOC
- Thube loi tiéu: Nguoi dung thube loi tidu, ddc biét ngudi méi dung ihude nay, doi khi cd thé ¢6
gidin huyet ap qué muc sau khi bit dau dicu tri véi benazepril.
+ Thuoc gy ha huyet ap: Dung dong thoi véi thubc e ché enzym chuyén angiotensin co thé gay
tac dung ha huy ét ap cong hop, thude diéu tri ting huyét ap gay giai phoung renin hodc anh hudng
dén noai dong giao cam cb tac dung cong hep lor nhat.
& Thuoc chdng viém khong steroid, ddc biét indomethacin: Co the d6i khang véi téc dung ha
huyét ap cua thuée e ché enzym chuyén angiotensin do trc ché tdng hop prostaglandin & than
va/hodc gay gilr natri va dich.
+ Thube dong (chu) vén giao cam: Dung ddng thoi. gdy giam tac dung chéng tang huyét 4p clia
thudc e ché enzym chuyen ElIlQlOtEI‘lSll’l
4 Thuoc bd sung kali va thUOL loi tiéu gift kali: Benazepril co thé 1am giam bét mét kali do thubc
loi tiéu thiazid. Thudc loi tiéu giir kali (spironolacton. amlloud triamteren, va thudc khac) va cac
thude bo sung kali ¢6 thé lam ting nguy co tang kali - huyét.
+ Thube chéng dong mau duong uong: Khong anh huong dén kha ning chbéng déng méu cua
warfarin va nicoumalon.
+ Lithi: Nguoi dung ddng thoi thude tre ché men chuyén angiotensin trong khi diéu tri vai lithi c6
nong dg lithi huyet thanh tang 1&n va co tri¢u chimg ngd ddc lithi.
+ Chit tic ché dipeptidyl peptidase IV: Khi dung dong thoi véi benazepril lam tang neuy co gay
phu mach.
+ Digoxin: Khong anh huong dén duoc dong hoc cua benazepril
+ Chc thube chen kénh calci (amlodipin, nifedipin): Khéng anh huong

benazepril 'l
+ Khi diing benazepril v6i thude tidu duong c6 the gay ha duong huyét. \ DUgE PHAM w/
+ Benazepril lam giam tac dung tao hong cau cua erythropoietin. ‘@, fm / -

+ Benazepril hiém khi gdy phan (g Nitritoid (tri¢u chimg: do bimg mit, buon nt
ap) ¢ bénh nhin dang diéu trj voi vang dang tiém.

+ Probenecid lam ting tac dung cua benazepril.

+ Sinh kha dung ctia benazepril khéng bi anh hudng khi ding chung voi propranolol, naproxen,
atenolol, nifedipin hoac cimetidin.

-QUA LIEU VA XU TRi

+ Triéu chirng:

Ha huyét ap, nhip tim cham,; tang kali - huy &t ¢6 thé xdy ra ngay ca v6i lidu diéu tri, dic biét &
nguoi suy than va nguoi dung thude chong viém khong steroid.

+ X tri:

Trudong hop qua lidu thi ¢ thé dung than hoat tinh\é ¥’ n6n, ria da day. Bénh nhan can duoc
theo ddi chit ché huyét ap va triéu chung ldm sang.



h.ttps://trungtamthuoc.com/

®

biéu tri qua lidu gbm ting thé tich huyét tuong bing truyén dich tinh mach va dat nguGi bénh 0
tu thé Trendelenburg dé hiéu chinh su ha huyét ap. Co thé loai trir lugng nho benazeprilat bang
thém thch mau. Sau do tién hanh didu trj triéu chimg va hd tro.

Trong truong hop ha hnyét ap nang, truyén tinh mach nuéc mubi 0,9%, tuy ting truong hew ¢d
thé st dung thém thude co mach (catecholamin).

( bénh nhén suy than ning: qua lidu ¢6 thé chay thin nhan tao.

- HAN DUNG: 24 thang ké tir ngdy sin xuit. Khong dwge ding thube da qua han dung. Khi
thudc c6 biéu hién bién mau, vién am, vi rach, mo nhan...hodc co6 biéu hién nghi ngo khac phai
hoi lai noi ban hodc noi san xuit theo dia chi trong don.

-BAO QUAN: Noi khé, nhiét d6 dudi 30°C.

-TIEU CHUAN AP DUNG: TCCS

Dé xa tam tay tre em
"Loc ki hwong dan sir dung tredc khi dung.
NEu cin thém thong tin xin hoi y kién bac sj"'

THUOC SAN XUAT TAI:

CONG TY CO PHAN DUGC PHAM HA TAY
Pia chi: Té dan phd s6 4 - La Khé - Ha Dong - TP. [H
Sé dién thoai: 04.33522204

00 PHAN

S6 fax: 04. 3 DUAC PHAM

1UQ.CYC TRUONG
p TRUGNG PHONG

aé SMintv H Eifng
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