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Rx
Thudc nay chi ding theo don thude

Vién nén
BENARI 5
Pé xa tim tay ciia tré em.

Poc k§ hudng dén sit dung trude khi ding,

Thanh phiin céng thike thube: MO vién nén c6 chia:
- Thanh phdn duge chdat: Benazepril hydroclorid .........ociviiiniiiin 5 mg
-Théanh ph.:?n 16 dieoe: Lactose monohydrate, Microcrystalline cellulose 112, Low-substituted
hydroxypropyl cellulose, Colloidal silicon dioxide, Magnesium stearate.
Dang bio ché
Vién nén hinh trén mau trfing dén trfing nga, hai mdt tron nhén, canh v thanh vién lanh lan.
Chi dinh
Benazepril hydroclorid duge chi dinh dé diéu trj ting huyét ap, 1am ha huyét 4p. Ha huyét ap
lam giam nguy co mic céc bién cb tim mach gdy tir vong va khong gay tir vong, chi yéu la
ot quy va nhdi méau co tim,
Cé thé sir dyng mdt minh hogic két hop véi thubc 1gi tidu thiazide d& didu tri téing huyét dp.
Cich ding, lidu diing
Cdch diing
Diing duding ubng.
Liéu ding

) *Nguoi lén

- Liéu ban ddu dwoc khuyén cdo cho bénh nhén khong dung thube loi tidu 12 10 mg mdi ngdy

mét 1an. Khoang lidu duy tri thong thudng 12 20 mg dén 40 mg moi ngay ding mot 14n hozic
chia 1am hai liéu béng nhau. Liéu 80 mg lam ting dép tmg, nhung kinh nghi¢m sir dung liéu
nay con han ché. Phac dd chia lidu c6 hiéu qua hon trong vige kiém soét huyét ép day (truée
khi ding thudce) so v6i cling lidu dung nhu ché d6 ding mdi ngdy mot 1an.

- Str dung cling voi thube loi tiéu & ngudi 1on

Lidu khéi dau khuyén cdo & bénh nhén dang ding thude loi tiéu 13 5 mg moi ngay mot 1n.
Néu huyét ap khong duge kiém soat chi bing viéc sir dung benazepril hydroclorid, ¢c6 thé

thém st dung thém thudce loi tiéu lidu thép.
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* Tré em 6 tudi trdr 1én

Lidu khéi dAu khuyén cdo 12 0,2 mg/kg mdi ngdy mdt lan. Chudn dd dén 0,6 mg/kg khi cin
mdi ngay mot l4n. Lidu trén 0,6 mg/kg (hogc vugt qua 40 mg mdi ngay) chua duge nghién
ciru & bénh nhi.

Vién nén benazepril hydroclorid khong duge khuyén céo & tré em dudi 6 tudi hoiic & tré em
¢6 GFR dwéi 30 mL/phat/1,73 m% Tré so sinh dudi 1 tubi khong nén dung benazepril
hydroclorid vi ¢6 nguy co anh huong dén su phat trién ctia thén.

# Piéu chinh liéu cho bénh nhan suy thin

D6i voi ngudi 16n ¢6 GFR < 30 mL/phat/ 1,73m? (creatinine huyét thanh > 3 mg/dL), lidu ban
dAu duoe khuyén nghi 1a 5 mg m8i ngay mot lan. Lidu dimg c6 thé duge didu chinh ting dén
cho dén khi kim soat duge huyét 4p hoic dén tng lidu t6i da hang ngay 1a 40 mg. Vién nén
benazepril hydroclorid cling cd thé 1am suy giam chirc nang than (xem Cdnh bdo va thdn
trong khi diing thudc)

Chéng chi dinh

- Vién nén Benazepril hydroclorid chéng chi dinh & nhiing bénh nhén:

+ Qu4 méin cam vdi benazepril hydroclorid hogc véi bét ky thude tre ché ACE nao khic.

+ C6 tién str phit mach c¢é hofic khong diéu tri bing thude e ché ACE trude do.

- Benazepril hydroclorid bi chdng chi dinh két hop véi thufic te ché neprilysin (vi dy:
sacubitril). Khong diing benazepril hydroclorid trong vong 36 gidr sau khi chuyén sang hodc
tir sacubitril/valsartan, mdt chét tc ché neprilysin (xem Cdnh bdo va thdn trong khi diing
thudc)

- Khong ding dong thoi aliskiren véi thubc trc ché thu thé angiotensin, thubc tre ché ACE;
bao gbm ca vién benazepril hydroclorid & bénh nhén tiéu duong (xem Twong tdc, firong ky
ctia thuéc)

C#nh bio va thén trong khi ding thube

* Péc tinh vdi thai nhi

Benazepril hydroclorid ¢o thé ghy hai cho thai nhi khi dimg cho phy nit mang thai. Vi¢c str
dung céac thude tac déng 1én hé renin-angiotensin trong quy hai va quy ba cua thai kj 1am
giam chirc niing than cla thai nhi va lam téng ty 16 méc bénh cling nhr tix vong ¢ thai nhi va
tré so sinh. K&t qua la tinh trang thidu 6i ¢6 thé liéh quan dén tinh trang giam sén phdi ciia
thai nhi va bién dang xuong. Céc téc dung phu fidm An & tré so sinh bao gdm gidm san xwong
s0, vO niu, ha huyét 4p, suy than va tir vong. Khi phat hién cé thai, hily ngimg st dung
benazepril hydroclorid cang sém cang tot.

* Phir mach va phan itng phan vé

- Phit mach
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A A . :
+ Phii mach dau va cé

Phil mach & mat, tir chi, méi, lui, thanh mdn vashofic thanh quan bao gbm mdt sb phéan tmg
géy tir vong di xay ra & nhitng bénh nhén dugc didu tri bing benazepril hydroclorid. Bénh
nhén c6 lién quan dén ludi, thanh mdn hodic thanh quan cé thé bi the nghén duong the, dic
biét Ia nhiing ngudi ¢ tién sir phdu thudt dudng thér. Nén ngimg sir dung benazepril
hydroclorid ngay lap tirc va tién hanh diéu trj ciing nhw theo dai thich hgp cho dén khi giai
quyét duoe hodn toan va bén vitng cdc déu hiéu va triéu chitng ctia phit mach.

Bénh nhan cé tidn sir phit mach khong lién quan dén didu trj bang thude tre ché ACE c6 thé
tang nguy co bi phit mach khi ding thube tic ché ACE (xem Chéng chi dinh)

Thude tic ché ACE c6 lién quan dén ty 18 phtt mach & ngudi da den cao hon so voi bénh nhan
khong phai da den,

Bénh nhén ding ddng thoi thude tre ché ACE va thude irc ché mTOR (myc tiéu clia
rapamycin & dong vit ¢6 via) (vi dy: temsirolimus, sirolimus, everolimus) hoiic thube e ché
neprilysin cé thé tang nguy co bj phit mach (xem Twong tdic, twong ky ctia thudc)

+ Phit mach duong rudt

Phii mach dudmg rudt dd xay ra & nhitng bénh nhin duge didu tri bing thudc e ché ACE.
Nhitng bénh nhan nay c6 biéu hién dau bung (c6 hofic khéng c6 budn ndn hofic nén); trong
mot sb truémg hop khong co tién sir phit mach mit trude do va ndng d6 C-1 esterase van binh
thudng. Trong mdt s6 trudmg hop, phit mach dwge chén doén bing céc thii thut bao gbm
chup CT bung hodic siéu 4m, hodc khi phéu thudt va céc trigu chimg dugce giai quyét sau khi
ngimg thube e ché ACE.

- Phén ting phéan vé

+ Phan (rng phan vé trong qud trinh giai man cam

Hai bénh nhan dang duge didu trj giai mén cam bing noc doc hymenoptera trong khi ding
thudc tre ché ACE da bj phan tmg phan vé de doa tinh mang,

+ Phan {meg phan vé trong qud trinh loc mau

Phan (mg phan vé& dot ngdt va co kha néing de doa tinh mang da xdy ra & mot s6 bénh nhan
duoc thdm tach bing mang thong lugng cao va duge didu trj ddng thoi voi thude e ché ACE.
( nhitng bénh nhén ndy, phai ngimg loc mau ngay 14p tic va bt d4u didu tri tich cuc céc
phan tmg phéan vé. Céc triéu chimg khong thuyén gidm khi ding thudc khang histamine trong
nhirng tinh hudng nay. O nhiig bénh nhén ndy, nén cén nhéc sir dung loai mang loc khac
hotic loai thudc ha huyét 4p khac. Phan tmg phén vé cling dd duge bao cdo & nhitng bénh nhan

dugc lge lipoprotein mét do thAp voi sy hip thu dextran sulfate,
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- Suy gidm chirc néing thdn

Theo dai chirc ning than dinh ky & bénh nhan diéu tri bing benazepril hydroclorid. Nhiing
thay @6i vé chirc ning than, bao gdm suy thin cép, ¢6 thé do thude tre ché hé renin-
angiotensin. Nhimg bénh nhén c¢é chirc néing thin phy thuge vao hoat dong cua hé théng
renin-angiotensin (vi du, b&nh nhén bj hep dfng mach thén, b§nh thdn mén tinh, suy tim sung
huyét niing, sau nhdi méu co tim hofic suy giam thé tich) ¢6 thé ¢6 nguy co dic biét tién trién
bénh suy thén cdp trén benazepril hydroclorid. Cén nhéc ngimg hoiic ngimg diéu tri & nhitng
bénh nhan bi suy giam chire ning thin d4ng ké trén lam sang khi str dung benazepril
hydroclorid.

- Ha h:ryéf ap

Benazepril hydrocolorid ¢6 thé gy ha huyét ap ¢6 tri¢u chimg, déi khi c6 bién chimg do thiéu
nigu, tang nito huyét tién trién, suy than céip hogc tir vong. Bénh nhan c6 nguy co ha huyét ap
qué mirc bao gdm nhiing ngudi ¢d cée tinh trang hoic dic diém sau: suy tim voi huyét ap tam
thu duéi 100 mmHg, bénh tim thiéu méu cue b, bénh mach mau néio, ha natri méu, diéu trj
¢ tiéu liéu cao, loc thn, hofic mét thé tich vivhoiic mét mudi nghiém trong vi bit ky nguyén
nhan nao, O nhimg bénh nhan nay, hay theo ddi chit ché trong 2 tuin diu didu trj va bét cir
khi nao ting lidu benazepril hofic thudc loi tidu. Tranh sir dung benazepril hydroclorid &
nhitng bénh nhan co huyét ddng khong én dinh sau nhdi méu co tim cép tinh.

Phéu thuit/Giy mé

(J nhimg bénh nhén trai qua dai phau hofc trong khi gdy mé biing céc thudc gay ha huyét ép,
benazepril hydroclorid co thé ngiin chin sw hinh thanh angiotensin II thir phat do giai phong
renin bu trtr. Néu ha huyét ap xay ra, diéu chinh béng céch ting thé tich.

- Tding kali mdu

CAn theo ddi kali huyét thanh dinh ky & nhitng bénh nhén ding benazepril hydroclorid. Thute
G ché hé théng renin-angiotensin co thé gy ting kali méau. Céc yéu t nguy co phét trién
ting kali méu bao gom suy than, dai thao dudng va st dung ddng thoi thudc loi tiéu giit kali,
chét bd sung kali vi/hoiic chit thay thé mudi cé chira kali (xem Tirong tdc, ficong ky ctia
thude).

- Suy gan

Thude tre ché ACE c6 lién quan dén hdi chimg bt d4u bing vang da & mit va tién trién dén
hoai tir gan kich phét va (d6i khi) tir vong. Co ché ciia hdi chimg nay khong duge hiéu 1.
Bénh nhén ding thudc tre ché ACE bi vang da hogc tdng men gan 18 rét nén ngimg dung

thudc tre ché ACE va duoc theo ddi y té thich hop.
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Sit dung thude cho phu nit ¢6 thai va cho con bit

* Phu nir c6 that:

Benazepril hydroclorid c6 thé gy hai cho thai nhi khi diing cho phy nit mang thai. Vige sir
dung céc thude tdc déng 1&n hé renin-angiotensin trong quy hai va quy ba cta thai ky lam
gidm chirc néng than cua thai nhi va lam ting ty 18 méc bénh cling nhu tir vong & thai nhi va
tré so sinh. Hau hét cac nghién ciru dich (& hoe kidm tra cdc bt thudng ciia thai nhi sau khi siv
dyng thude ha huyét &p trong ba thang dAu déu khong phén bigt duge thudc anh huéng dén hé
théng renin-angiotensin vdi cée thude ha huyét dp khdc. Khi phét hién ¢6 thai, hily ngimg sir
dung benazepril hydroclorid cang som cang tbt. Nguy co co ban wée tinh vé di tat bém sinh
nghidm trong va sdy thai déi v&i nhém dén sb duge chi dinh vin chua duge biét. Tt ca cée
trudmg hop mang thai déu co nguy co bi di tat bdm sinh, say thai ho3c céc két qué bt lgi
khéc. Trong déin 6 Hoa K¥ néi chung, nguy co co ban wée tinh vé di tat bdm sinh nghiém
trong va sy thai & cac thai ky duge ghi nhn trén 1am sang 1dn lugt 1a 2% dén 4% va 15% dén
20%.

- Cén nhiic lim sng

+Nguy co lién quan dén bénh tat & ba me va/hofic phéi/thai nhi

Ting huyét 4p trong thai k¥ 1am ting nguy co mg bi tién san giat, tiéu dudng thai k¥, sinh non
va cée bién chimg khi sinh (vi du: cin phai mé 14y thai va xuét huyét sau sinh). Tang huyét 4p
lam tang nguy co thai nhi bj han ché ting trudng trong ti¥ cung va tir vong trong tir cung. Phy
nit mang thai bj ting huyét ap can duge theo doi cén than va quan ly ph hop.

+ Phan tmg bét loi & thai nhi/tré so sinh

Tinh trang thiéu 61 & phu nit mang thai st dung thudc anh huéng dén hé théng renin-
angiotensin trong tam ca nguyét thir hai va thir ba cla thai ky ¢6 thé dén dén nhitng hau qua
sau: Giam chirc nang than cta thai nhi dn dén vo ni¢u va suy than, gidm sén phdi v bién
dang xuong cta thai nhi, bao gdm thiéu san hop so, ha huyét ap va tir vong. Trong trudng hop
bt thurdmg 12 khdng 6 phuong phap nao thay thé thich hgp cho viée didu trj bing thudc anh
hudmg dén h¢ théng reninangiotensin cho mot bénh nhén cy thé, hay théng bo cho ngudi me
vé nguy co tiém an d6i véi thai nhi.

Thye hién kidm tra siéu 4m ndi tiép dé danh gia mdi trudmg trong 6i. Xét nghiém thai nhi c6
thé phi hop, dya trén tuan thai. Tuy nhién, bénh nhan va bac si nén hru ¥ ring tinh trang thiu
§i c6 thé khong xudt hién cho dén khi thai nhi da bi tén thwong khéng thé phuc hoi. Theo dai
chiit ché tré so sinh c6 tién sit phoi nhi€m véi benazepril hydroclorid trong tir cung vé tinh
trang ha huyét ap, thidu niéu va ting kali méu. Néu thiéu niéu hodc ha huyét ap xay ra & tré so

sinh ¢6 tién sir phoi nhidm véi benazepril hydroclorid trong tir cung, héy chi ¥ true tiép vao
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viée hd trg huyét 4p va tudi mau thén. Truyén mau thay thé hoiic loc méu c6 thé duge yéu céu
nhu mét bién phép ddo nguge tinh trang ha huyét ap va thay thé cho chirc ning thin bj rdi
loan.

¥ Phu nit cho con bit: _

Mot lugng tHi thiéu benazepril khong déi va benazeprilat duge bai tiét vao sita me & phy nir
dang cho con bi duge didu trj bing benazepril. Mot dira tré so sinh bt hoan toan biing sita me
s& nhén duoe it hon 0,1% lidu benazepril va benazeprilat mg/kg cua me.

Anh hudng ciia thude 1én khi niing 14i xe, vin hanh may méc

C6 thé xay ra chong mit va chodng vang do tic dung ha huyét ap. Vi cdy cén chu y khi 14i xe,
vin hanh may maéc.

Twong tic, twong ky cua thude

% Twang thic ciia thude

- Thude loi tidu

+ Hu):ét ap thip

Bénh nhan dang ding thude loi tidu, dic bigt 14 nhimg ngudi moi bt dAu didu trj bang thudce
loi tidu, doi khi c6 thé bi tut huyét 4p qué mic sau khi bt dAu didu trj bing benazepril
hydroclorid. Kha ning tic dung ha huyét ap ctia benazepril hydroclorid c6 thé duge gidm
thidu bing cach ngimg hoiic giam lidu thube lgi tiéu trude khi bt dAu didu trj bing benazepril
hydroclorid (xem Cdch ding, liéu dimg)

+ Tang kali mau

Thube loi tidu giit kali (spironolactone, amiloride, triamterene va cac loai khéc) c6 thé lam
ting nguy co tang kali mau. Do dd, néu chi dinh sir dung dong thoi céc thudc nay, hiy theo
dai ndng do kali huyét thanh cta bénh nhan thudng xuyén. Benazepril hydroclorid lam gidm
sw mét kali do thudc lgi tiéu loai thiazide.

- Thudc tri tiéu dwong _

Dung ddng théi benazepril hydroclorid va thudce tri d4i thao dudng (insulin, thudc ha dudng
huyét duomg udng) co thé lam téng nguy co ha dudng huyét qua miec.

- Thudc chéng viém khong steroid bao gom chdt irc ché chon loc Cyclooxygenase-2 (C hdt tee
ché COX-2)

G nhimng bénh nhén cao tudi, bi suy giam thé tich (bao gdm cé nhitng ngudi dang diéu tri
béng thudc lgi tiéu) hodc bi tdn thuong chirc néng thén, vi¢e str dung dbng thoi cac NSAID,
bao g-:"im ca thube trc ché COX-2 chon loc, véi thude tre ché ACE, bao gdm benazepril, ¢0 thé
d&n dén suy giam chirc nang thén, bao gbm ca suy thén cp co thé xay ra. Nhimg tac dong ndy
thudmg hdi phyc.

Theo ddi chiic ndng than dinh ky & bénh nhéan ding benazepril va NSAID
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Tac dyng ha huyét ap cha thude irc ché ACE, bao gbm benazepril, ¢6 thé bi giam do NSAID.
- Ue ché kép hé thing Renin-Angiotensin (RAS)

(e ché kép RAS biing thude tic ché thy thé angiotensin, thude i ché men chuyén hofic
aliskiren c6 lién quan dén viée tiing nguy co ha huyét 4p, ting kali méau va thay d6i chire ning
than (bao gdm ca suy thén cip) so voi don tri liéu. HAu hét bénh nhan dung phéi hep hai
thude tre ché RAS khong dat duge bit ky loi ich b sung nao so véi dom tri ligu. Noi chung,
tranh str dung két hop cac chét e ché RAS. Theo dbi chiit ché huyét 4p, chirc ning thin va
dién gidi & bénh nhan dung benazepril hydroclorid va cac thuée khéc dnh huéng dén RAS.
Khong dung déng thoi aliskiren véi benazepril hydroclorid & bénh nhén tidu dudng. Tranh sir
dung aliskiren v&i benazepril hydroclorid & bénh nhén suy thin (GFR < 60 mL/pht).

- Ue ché muc tiéu rapamycin (mTOR) & dong vt o vii

Bénh nhan ding ddng thdi thube te ché ACE va thube ttc ché mTOR (vi du temsirolimus,
sirolimus, everolimus) co thé ting nguy co bi phit mach.

Theo ddi céc ddu hiéu phit mach (xem Cdnh bdo vi thin trong khi ding thudc)

- Lithium

Poc tinh cua lithium d dugc béo cdo & nhing bénh nhédn ding lithium dbng thoi véi
benazepril hydroclorid.

Ddc tinh cta lithium thudng hdi phuc sau khi nglng st dung lithium hofc benazepril
hydroclorid.

Theo dai ndng d6 lithium huyét thanh trong qué trinh sir dung ddng thoi.

- Thudc tre ché Neprilysin
Bénh nhén diing thudc tre ch neprilysin ddng thoi co thé ting nguy co bi phit mach (xqe'!‘.‘ B,
'«

, Canh bdo va thin trong khi diing thudc) ac
- Vang
Phan (g nitritoid (céc triéu chimg bao gdm dé biing mit, budn nén, ndn va ha huyét 4p'
hiém khi duoc bo cdo & nhimg bénh nhin didu trj biing vang dudi dang tiém (natri
aurothiomalate) va didu tri ddng thoi véi thude e ché ACE.

* Tuong ky ciia thube

Do khéng c6 cac nghién ciru v& tinh twong ky ctia thudc, khéng trdn 1an thude ndy véi cac
thude khic.

Tac dung khong mong muén caa thude

- Do céc thir nghiém 14m sang dwoe tién hanh trong cc diéu kign rit khac nhau nén ty 1¢ phan
{ing bat loi quan sit dugc trong cdc nghién clu 1am sang cua mbt loai thude khong thé so sanh
truc tiép voi ty 18 trong cée nghién ctu 1am sang ciia mdt loai thudc khéc va c6 thé khong

phén anh ty 1¢ phan img bét loi quan sit dugce trong thue té.
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- Benazepril hydroclorid dé duge ddnh gia v& do an toan & hon 6.000 bénh nhan tang huyét

4p; hon 700 bg¢nh nhén trong s6 nay di duge diéu trj trong it nhéit mét nam. T¥ 1¢ chung cta
cée tée dung phu duge bo céo 14 twong ty & bénh nhén ding benazepril hydroclorid va bgnh
nhén ding gia duge.

- Céc téc dung phu dirge bio cdo thudmg nhe va thodng qua va khong cb mdi lién quan gitta
tac dung phu va tudi tac, thai gian didu trj hoiic tdng liéu trong khoang tir 2 mg dén 80 mg.

- Khoang 5% bénh nhén & Hoa Ky duge didu trj bing benazepril hydroclorid va 3% bgnh
nhén duoc didu tri bing gia duge phai ngimg diéu -tri do téc dung phu. Nhitng 1y do ngtng
thude phé bién nhét la dau diu (0,6%) va ho (0,5%).

- Céc phén tmg bt 1¢i dugce thiy véi tAn suét cao hon it nhét 1% & bénh nhan didu tri bing
benazepril hydroclorid so véi gia duge 1a nhirc dhu (6% so vdi 4%), chong mét (4% so voi
29%), budn ngil (2% so voi 0%) va chong mit tur thé (2% so véi 0%).

- Cée phan img bét lgi duge bio cdo trong cde thir nghigm lam sang b dbi chimg (& nhém
benazepril nhiéu hon 1% so véi gia duge) va cic bién ¢b hiém gip hon trong giam sat hju
mai, bao gdm nhitng trudng hop sau (trong mét s6 trwong hop, mdi quan hé nhén qua véi vige
sir dung thudc 12 khong chéc chin):

+ Da liu: Hoi chimg Stevens-Johnson, pemphigus, phan img qué mén 13 rang (biéu hién

bing viém da, ngira hofic phét ban), nhay cam énh-sang va do bimg.

+ Tiéu hoa: Budn ndn, viém tuy, tdo bon, viém da day, non mtra va dai tién phén den.

+ Huyét hoc: Giam tiéu cAu v thiéu mdu tan huyét.

+ Thin kinh/tam thén: Lo I_fmg, giam ham mudn tinh duc, ting truong luc, mat ngu, héi hap
va di cam.

+ Khac: Mét moi, hen suyén, viém phé quan, khé thd, viém xoang, nhiém tring dudng tiét
nidu, di tiéu thudng xuyén, nhiém tring, viém khop, liét duong, rung toc, dau khép, dau co,
suy nhugc, b md hoi.

+ Céc bat thudng trong xét nghém:

Sy gia téng axit uric, dudng huyét, bilirubin huyét thanh va men gan (xem Cdnh bdo va thin
frong khi diing thuéc) da duge bdo cdo, cling nhu céc trudng hop ha natri mau, thay dbi dién
tam dd, tang bach cAu 4i toan va protein niéu. |

Thong bdo ngay cho bdc st hode dirge sT nhitng phan iing ¢6 hai gdp phai khi sir dung thube.
Qui lidu va cach xiv tri

Quad liu benazepril & ngudi chua duge bdo céo, nhung biéu hién phd bién nhét ciia qué lidu
benazepril & ngudi c6 thé 1a ha huyét 4p, do d6 phuong phap didu trj thong thudng 13 truyén
tinh mach dung djch mudi théng thudng. Ha huyét 4p c6 thé lién quan dén rdi loan dién giai

va suy thén.
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Benazepril chi c¢é thé thim tach nhg, nhung hiy cén nhéic loc méu dé hd trg bgnh nhén suy
than ning (xem Canh bdo vé thin (rong khi ding thuée)

Néu méi ubng phai, can nhfic ding than hoat tinh. Cén nhic viée khir nhiém da day (vi dy:
nén mira, rira da day) trong giai doan dAu sau khi ubng.

Theo doi huyét 4p va cée trigu chimg [Am sing. Nén dp dung bién phdp diéu tri hd trg dé dam
bao d0 nude va duy tri huyét 4p hé théng.

Trong trudmg hop ha hu)fét ap 1o rét, truyén dung dich nuéce mubi sinh Iy; khi can thiét, hiy
xem x¢€t ding thude vén mach (vi dy: catecholamine tiém tinh mach).

Piic tinh dwge lye hoce

- Nhém duge Iy: Thude (e ché men chuyén angiotensin (ACE)

- Mi ATC: C09AA07

Benazepril va benazeprilat {re ché men chuyén angiotensin (ACE) & ngudi va dong vit.
Benazeprilat ¢6 hoat tinh trc ché ACE 16n hon nhidu so voi benazepril. ACE 1a mot peptidyl
dipeptidase xiic tac qué trinh chuyén angiotensin I thanh chét co mach, angiotensin 1L
Angiotensin 11 ciing kich thich vé thugng than tiét aldosterone.

Su trc ché ACE dén dén giam angiotensin 11 huyét twong, dén dén giam hoat tinh vén mgch va
giam tiét aldosterone. Sy gidm sau nay co thé dfin dén tiing nhe ndng do kali huyét thanh,

Loai bé phan hdi dm tinh cta angiotensin I1 di v6i sy bai tiét renin dfin dén tang hogt ddng
renin trong huyét tvong. Trong céc nghién ciru {rén ddng vét, benazepril khong c6 tac dung uc
ché dap ting thude vin mach véi angiotensin IT va khong anh hudng dén tac dung huyét dong
ctia céc chét din truyén than kinh ty chu acetylcholine, epinephrine va norepinephrine.

ACE gidng hét kininase, m{t loai enzyme phén hiy bradykinin. Vige tang nong do
bradykinin, mot peptide trc ché vin mach manh, ¢ déng vai trd trong téc dung didu tri cha
benazepril hydroclorid hay khong van chua duge lam séng to.

Trong khi co ché 1am gidm huyét 4p ciia benazepril duge cho 13 chit yéu 14 tte ché h¢ thdng
renin-angiotensin-aldosterone, thi benazepril c6 tac dung ha huyét ap ngay ca ¢ nhitng bgnh
nhén tang huyét 4p c6 renin thép.

Piic tinh dwge djng hoc

- Duge déng hoc cua benazepril xép xi ty 1& véi lidu ding frong khoang lidu tir 10 dén 80 mg.
Sau khi ubng benazepril hydroclorid, ndng d¢ dinh trong huyét trong ctia benazepril va chét
chuyén héa c6 hoat tinh benazeprilat dat twong {mg trong vong 0,5 dén1givval dén 2 gid.
Trong khi sinh kha dyng ctia benazepril khdng bi anh hudng bdi thirc in, thoi gian dat ndng
@9 dinh frong huyét tuong ctia benazeprilat bi tri hofin tir 2 dén 4 gid.

- Ty 16 gin két v&i protein huyét thanh ciia benazepril 1a khoang 96,7% va clia benazeprilat la

khoang 95,3%, dugc do bing phuong phap loc méu cin biing; trén co s& cac nghién ciru in
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vitro, mire d giin két véi protein s& khdng bi dnh huéng béi tudi tac, rdi loan chire niing gan
hotic ndng do (trong khoang ndng 4o tir 0,24 dén 23,6 pmol/L).

- Benazepril dge chuyén hoa gin nhu hoan toan thanh benazeprilat nhd sy phéin tich nhom
ester (chi yéu & gan). Ca benazepril va benazeprilat déu trai qua qué trinh glucuronid héa.

- Benazepril va benazeprilat duge thai trir chu yéu qua thdn. Khoang 37% liéu ding qua
dudmg ubng duge tim théy trong nudce tidu duéi dang benazeprilat (20%), benazeprilat
glucuronide (8%), benazepril glucuronide (4%) va moét lugng vt nho benazepril,

Sy bai tiét ngoai thin (ttrc 1a qua mét) chiém khoang 11% dén 12% luong bai tiét
benazeprilat. Thoi gian bén hity hi¢u qua clia benazeprilat sau khi udng benazepril
hydrochloride lip lai m&i ngay mjt lan 1a 10 dén 11 gidr. Vi véy, ndng @5 benazeprilat & trang
thai 6n dinh s& dat dugc sau 2 hofic 3 lidu benazepril hydroclorid ding mdi ngay mt 1an.

Ty 18 tich Iy dya trén AUC ciia benazeprilat 1a 1,19 sau khi ding thube mbi ngay mdt 1an.

- D6i tugng diic biét

+ Suy thin

Duge dong hoc khi tiép xtc toan thin v6i benazepril va benazeprilat & bénh nhén suy thin
nhe dén trung binh (46 thank thai creatinine > 30 mL/phit) twong ty nhu & bénh nhén c6 chire
niing théin binh thuong, & nhimg bénh nhén c6 dg thanh thai creatinin < 30mL/phat, nong dd
benazeprilat dinh va thoi gian ban hiy ban dAu (pha alpha) ting 1én va thoi gian dat dén trang
thai &n dinh c6 thé bj tri hoan (xem Céch dimg, liéu dimg).

Khi bat dau loc méu 2 gid sau khi ubng 10 mg benazepril, khodng 6% benazeprilat duge loai
bo sau 4 git loc mau. Hop chit gbc, benazepril, khdng dwge phat hién trong dich thim tach.
+ Suy gan '

&5 bénh nhan suy gan (do xo gan), dugc dong hoc ctia benazeprilat vé co ban khong thay dai.
- Tuong téc thude: Dwge ddng hoc ctia benazepril khong bi anh hudng boi cac thuéc sau:
hydrochlorothiazide, furosemide, chlorthalidone, digoxin, propranolol, atenolol, nifedipine,
amlodipine, naproxen, axit acetylsalicylic hodic cimetidine. Tuong twr nhur vy, viée sir dung
benazepril khong anh hudng dang k& dén dugc dong hoc cuia cdc thude nay (déng hoc cia
cimetidine chua duge nghién ciru).

- Tré em

Duoc dong hoc ciia benazeprilat dwge dénh gié & bénh nhi ting huyét ap sau khi udng mot
lidu duy nhét duge trinh bay trong bang dudi ddy.

Nhom tubi | Cuax T AUCq1ur CL/Fhwvt Tin
(ng/mL) (h) (ng/mL*h) (L/h/Kg) (h)

>1dén<24 |277 1 1328 0,26 5,0

théng (192;391) (0,6;2) (773:2117) | (0,18;0,4) (4:5,8)
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n=>5

>2dén<6 | 200 2 978 0,36 55

tudi (168;244) (1,4;2,4) (842;1152) | (0,31;0,42) | (4,7:6,5)
n=7

>6dén<12 | 221 2 1041 0,25 55

tudi (194,258) (1,2;:2,2) (855,1313) | (0,21;0,31) | (4.7:6,5)
n=7 ;

>12dén<s | 287 2 1794 0,16 5,1

17 tubi (217;420) (1,322.3) (1478;2340) | (0,13;0,21) | (4,2:5,7)
n=8

\ Quy cich d6ng gbi: Hop 3 vi, 5 vi, 6 vi, 10 vi x 10 vién nén, kém t& huéng dan sir dung.
Ditu kién bio quan: Noi kho mat, nhiét d§ khong qua 30°C, trénh 4nh sdng
Han ding: 36 thing ké tir ngdy san xudt,
S6 16 san xudt, ngay san xudt va han str dung xem trén bao bi chinh ciia san ph{'im.
Tiéu chufin chét hrgng: Tiéu chuén co s,

Nha sin xuat

-

CONG TY CO PHAN DUGC MEDIPHARCO ' o
()

Dia chi: 56 8 Neuyén Trudng To, phudng Phudc Vinh, thanh phé Hué, tinh Thira THig
Dién thoai: 19001010 - 0234.3 837731 *Fax: 0234.3826077 w

&)

Tp. Hué, ngdy oY théng 6% nam 2024
k.

Ngudi dgi dién hop phép ciia doanh nghiép .
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. [§ Thudc ka dan Hép 3 vi x 10 vién nén

Benazeapril hydraclorid.... 5 mg
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Nhé son audk
cHHG TY €O PHAN DUGC MEDIPHARCO

\_ wepparace 08 NguyEn Trubing To, PPhudc Vinh, TpHUE, Tinh TTHué

Thimh phin: Mdivién néncd chifa: Dieukién bio quin: DEndi khd mit
Benszgpril hydrodorid.____ Smg nhittdis khiing qui 30°C, rdnh dnhsdng.
Té dugevida g e 1 vin Tiéu chudh chitlugng: TCCS.

} Chi djnb, Chéng chi dinh, Cich ding- T,
Ieu diing, Cicthdng tinkhdc: s Bl i
Rem tron’g t&h Lran;?ﬁn sitdung. DAN 5 DUNG TRUGC KHI DONG
% Prascription drug Box of 3 blisters x 10 tablets _\'

o
Benozepril hydrochloride ... 5 mg o B

§ 3 ; b

[

Monufactured by MEDIPHARCO PHARMACEUTICAL 1.5.C % E, 5]

@ 08 Nguyen Trueng To Street, Phuoc Vinh Ward, Hue City, E -.E % g

weowesarco  Thua Thien Hue Province

Compaosition: Each tablztcomains

Eenaaepnlhydmciﬂmide__‘ujm I
Duu ge- Mrnl nistration and !'ther

See insest

,  Mau sac: Xanh duong, dd, den
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% Thudc ké ddn Hép 5 vi x 10 vién nén

BENARI3)

Benozepril hydroclorid .....

Nha san xudh
CONG TY €8 PHAN DUGQC MEDIPHARCO

wiokaRco OB Nauyin Trudng T8, PPhude Vinh, TpHUE, Tirh TTHué

Chi dinh, Chang chi dinh, Cich
dingféu ding, Cic théng tin
khéc: Xem trong td hudng din sif
dung

Tiéu chudn chit lwgng: TCCS.

Thanh phan: M&i vien nén cé chia:
Benazepnl hydreclond _......... 5mg
Tadugovifadi..
BlEu kién bio quén Be ncl‘i khd
mat, nhiét dg khéng qua 30°C, trdnh
dnh sang.

OF XA TAM TAY TRE EM
DOC K¥ HUGNG DAN SUf DUNG TRUGC KHI DUNG

[ Prescription drug Box of § blisters x 10 tablets

Benazepril hydrachlonide ... 5 mg

Manufactured ty: MEDIPHARCO PHARMACEUTICAL 15.C
08 Nguyen Truong To Street, Phuec Vinh Ward, Hue City,

winipranco  Thua Thien Hue Provinge

% a
L=
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Indications, Contraindications,
Dosage -~ Administration and
Other Information: See insert
Specification: In-house stand

Compuosition: Each tabletcontains
Benazepril hydrochloride
Excipientss.gf.... 1tablet
Storage: In a dry place, not exceed
30°C, protect from light

4

KEEP OUT OF REACH OF CHILDREN
PLEASE READ PACKAGE INSERT BEFORE USING

Mau sdc: Xanh dwong, dé, den
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Thanhphan: Méiviennéncdchira:  Chi dinh, Chéng chi dinh, Cach
Benazepril hydrodornid...........5mg ding-iféu ding, Cdc théng tin

TAdUGCVita @l s 1ViBD ket Xem trong t huténg diin st
\ Pitu kign bao quin: ©€ nai khd  dung.
) mal, nhiét 4 khéng qua 30°C, trénh  Tidu chuiin chit lugng: TCCS.
anhsang.

DE XA TAM TAY TRE EM
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% Presciption drug Box of 6 blisters 10 tablets ‘\I

BENARI )
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08 Nguyen Trueng To Street, Phuoc Winh Ward, Hue City, - g ;.. é‘
v o\

Mioiesancp  Thwa Thien Hue Province

Composition: Each lablet contains Indications, Contraindications,
Benazepril hydrochloride 5mg Dosage - Administration and
Excipientssqf......__1tablet  Otherinformation; Seeinsert
Storage: In a dry place, not exceed Specification: In-house standard
30°C, protect fram light.

3 KEEP OUT OF REACH OF CHILDREN
Py PLEASE READ PACKAGE INSERT BEFORE USING

Mau sdc: Xanh dwong, dé, den

Hué, ngay v thang®tndm 2024 EYS




https://trungtamthuoc.com/

/ N

//l

&

d
= puer0dpAYy idazouag MEDIPHARCO

(5 14UNIg

HOP 10 Vi BENARI 5

CONG TY CO PHAN DUGC MEDIPHARCO

08 NguyEn Truting T- P.Phudc Vinh- Tp.Hué

Email: rd@medipharco.vn
Tel: 0234.3611870

Website: www.medipharco.vn

R Thudc ké don Hép 10 vi x 10 vién nén
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Benazepril hydroclorid ....

Thanh phan: Mai vién nén cé chifa:
Benazepril hydroclorid...............

Ta dudevita 4 ereeeeesnsesasas

Chi dinh, Chéng chi di
diing-liéu diing, Cic théng tin khic:
Xem trong t& huding dan sif dung.
Bieu kign bao quan:

BE ndi khd mat, nhiét do khéng qua
30°C, tranh anh sang,

Tiéu chudn chat lugng: TCCS,
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P0OC K¥ HUGNG DAN 5U DUNG
TRUGC KHI DUNG

Box of 10 blisters x 10 tablets

BENARI3)

Benazepril hydrochloride ... 5 mg

‘ J% Prescription drug

Manufactured by: MEDIPHARCO PHARMACEUTICAL JS.C
e D& MNguyer Trusng Te Street, Phuae Vinh Ward, Hue City,
MEDiPHaRcp  Thua Thien Hue Province

Compaesition: Each tablet contains
Benazepril hydrochloride....__5mg
Excipients s.qf i 1 tablet |
Indications, Contraindications,
Dosage = Administration and
Other information: See insert
Storage: In 2 dry place, not exceed
30°C, protect from light.
Specification: In-house standard

KEEP OUT OF REACH OF CHILDREN
PLEASE READ PACKAGE INSERT
BEFORE USING
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