
Rx 

Thuédec nay chi dimg theo don thudc 

Vién nén 

BENARI5 

Dé xa tim tay cia tré em. 

Doc k¥ huéng dan sir dung truéc khi ding. 

Thanh phan céng thite thuéde: M6i vién nén 6 chita: 

- Thanh phan dugc chdt: Benazepril hydroclorid ..........0.cceeeeeeeeees 5 mg 

-Thanh phan td doc: Lactose monohydrate, Microcrystalline cellulose 112, Low
-substituted 

hydroxypropyl cellulose, Colloidal silicon dioxide, Magnesium stearate. 

Dang bao ché 

Vién nén hinh tron mau tring dén tring nga, hai mat tron nhan, canh va thanh vién
 lanh lan. 

Chi dinh 

Benazepril hydroclorid duge chi dinh dé didu tri ting huyét dp, 1am ha huyét dp. Ha huy
ét ap 

lam gidm nguy co mac cdc bién cé tim mach gay tir vong va khéng gay tir vong, chu y
éu la 

dot quy va nhéi mau co tim. 

Cé thé st dung mét minh hoac két hop véi thudéc loi tiéu thiazide dé diéu tri ting 
huyét dp. 

Cach ding, ligu ding 

Cach ding 

Dung dudng udng. 

Liéu ding 

*Neuodi lon 

- Liéu ban dau duoc khuyén cdo cho bénh nhan khéng ding thuéc loi tiéu 1a 10 mg
 mdi ngay 

mét lin. Khoang liu duy tri thong thuéng 1a 20 mg dén 40 mg méi ngay di
ng mét lan hoac 

chia 1am hai liéu bang nhau. Liéu 80 mg lam ting dap img, nhung kinh n
ghi¢m sw dung liéu 

nay con han ché. Phac dé chia liéu cé hiéu qua hon trong viéc kiém sodt huyét ap d
ay (trude 

khi ding thuéc) so véi cling liéu ding nhu ché dé ding méi ngay mot 1an. 

- St dung cting véi thudc loi tiéu & ngudi én 

Lidu khéi ddu khuyén cdo & bénh nhan dang ding thuéc loi tiéu 1a 5 mg méi ngay
 mét lan. 

Néu huyét ap khéng duge kiém soat chi bang viée str dung benazepril hydroc
lorid, co thé 

thém str dung thém thudc Igi tiéu lidu thap. 
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* Tré em 6 tudi tro 1én 

Liéu khéi dau khuyén cdo 1a 0,2 mg/kg mdi ngay mét Jan. Chuan 46 dén 0,6 mg/kg khi 
cdn 

mi ngay mét lan. Liéu trén 0,6 mg/kg (hoc vuot qua 40 mg méi ngay) chua duge nghién 

ctru & bénh nhi. 

Vién nén benazepril hydroclorid khéng duge khuyén cdo 6 tré em dudi 6 tudi hoe 
6 tré em 

cé GFR dudéi 30 mL/phut/1,73 m2 Tré so sinh dw6i 1 tuéi khéng nén ding benazepril 

hydroclorid vi cé nguy co anh huong dén sw phat trién chia than. 

* Diéu chinh liéu cho bénh nhan suy than 

Déi voi ngudi lén cé6 GFR < 30 mL/phut/1 ,73m/7 (creatinine huyét thanh > 
3 mg/dL), liéu ban 

dau duoc khuyén nghi 1a 5 mg moi ngay mét lan. Liéu ding cé thé duoc diéu chinh ting dan 

cho dén khi kiém soat duge huyét Ap hoic dén téng liéu téi da hang ngay 1a 
40 mg. Vién nén 

benazepril hydroclorid cfing ¢6 thé lam suy giam chite nang than (xem Cadnh 
bdo va than 

trong khi ding thudc) 

Ching chi dinh 

- Vién nén Benazepril hydroclorid chéng chi dinh 6 nhimng bénh nhan: 

+ Qué m4n cam véi benazepril hydroclorid hod voi bat ky thudc tre ché ACE nao khae. 

+ C6 tign str phd mach cé hoac khéng diéu tri bang thudc tte ché ACE truéc do. 

- Benazepril hydroclorid bi chéng chi dinh két hop véi thuéc tre ché neprilysin 
(vi dy: 

sacubitril). Khong ding benazepril hydroclorid trong vong 36 gid sau khi chuyén 
sang hoac 

tir sacubitril/valsartan, mt chat tre ché neprilysin (xem Canh bdo va than 
trong khi ding 

thuéc) 

- Khong dting déng thdi aliskiren voi thuéc te ché thu thé angiotensin, 
thudc tre ché ACE; 

bao gdm ca vién benazepril hydroclorid 6 bénh nhan tiéu duong (xem Twong tdc, 
trong ky 

cia thuéc) 

Canh bao va thin trong khi ding thudc 

* Déc tinh voi thai nhi 

Benazepril hydroclorid c6 thé gay hai cho thai nhi khi ding cho phy nit 
mang thai. Viée st 

dung cac thudc tac déng 1én hé renin-angiotensin trong quy hai va quy ba cua 
thai ky lam 

giam chire nang than cia thai nhi va lam tang ty 1é mac bénh cfing nhw ti 
vong 6 thai nhi va 

tré so sinh. Két qua la tinh trang thiéu éi cé thé lién quan dén tinh trang 
gidm san phdi ca 

thai nhi va bién dang xuong. Cac tac dung phu tiém an 6 tré so sinh bao gdm gidm 
san xuong 

so, v6 niéu, ha huyét dp, suy than va tir vong. Khi phat hign co thai, hay ngtmg 
str dung 

benazepril hydroclorid cang s6m cang tat. 

* Phii mach va phan tng phan vé 

- Phi mach 
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+ Phi mach dau va co 

Phi mach 6 mat, tir chi, mdi, lw6i, thanh mén va/hoac thanh quan bao gém mét sé phan ting 

gay tir vong da xay ra 6 nhitng bénh nhan duge diéu tri bang benazepril hydroclorid. Bénh 

nhan cé lién quan dén lui, thanh m6n hodc thanh quan cé thé bi tac nghén dudng tho, dic 

biét 14 nhting ngudi cé tién str phau thuat dudng the. Nén ngimng str dung benazepril 

hydroclorid ngay lap tite va tién hanh diéu tri ciing nhw theo déi thich hgp cho dén khi giai 

quyét duge hoan toan va bén vitng cdc dau hiéu va triéu chiing cia phi mach. 

Bénh nhan cé tian str phi. mach kh6ng lién quan dén didu tri bing thudc tre ché ACE 06 thé 

tang nguy co bi ph: mach khi ding thudc tre ché ACE (xem Chong chi dinh) 

Thudc tic ché ACE c6 lién quan dén ty 16 ph: mach & ngudi da den cao hon so vdi bénh nhan 

khong phai da den, 

Bénh nhén ding ding thoi thudec tre ché ACE va thuéc tre ché mTOR (myc tiéu cla 

rapamycin 6 dOng vat c6 vi) (vi dy: temsirolimus, sirolimus, everolimus) hodc thuéc tre ché 

neprilysin c6 thé tang nguy co bj phd mach (xem Twong tde, twong ky ctia thudc) 

+ Phi mach duong rudt 

Phi mach dudng rudt da xay ra 6 nhttng bénh nhan duge diéu tri bang thudc tre ché ACE. 

Nhiing bénh nhan nay co biéu hién dau bung (cé hodc khéng c6é budn nén hoae nén); trong 

mét s6 truéng hop khéng cé tién str pht mach mat trudc dé va nong dé C-1 esterase van binh 

thuéng. Trong mét s6 truéng hop, phi mach duge chan doan bang cdc thi thuat bao gém 

chup CT bung hode siéu 4m, hoie khi phau thuat va cdc trigu ching duge giai quyét sau khi 

ngimg thuéc tre ché ACE. 

- Phan ing phan vé 

+ Phan ume phan vé trong qua trinh gidi man cam 

Hai bénh nhan dang duoe diéu tri giai man cam bing noc déc hymenoptera trong khi ding 

thudéc tre ché ACE da bj phan tng phan vé de doa tinh mang. 

+ Phan img phan vé trong qua trinh loc mau 

Phan tng phan vé dot ngét va cé kha nang de doa tinh mang da xay ra 6 mét s6 bénh nhan 

duoc thdm tach bang mang théng lugng cao va duge didu tri dong thoi voi thudc tre ché ACE. 

G nhiing bénh nhan nay, phai ngtmg loc mau ngay lap tue va bat dau diéu trj tich cc cdc 

phan tmg phan vé. Cac trigu chimg khéng thuyén giam khi ding thudc khang histamine trong 

nhiing tinh hudng nay. O nhting bénh nhan nay, nén can nhac sir dung loai mang loc khae 

hoc loai thuéc ha huyét 4p khac. Phan img phan vé ciing da duge bao cao 6 nhitng bénh nhan 

duoc loc lipoprotein mat d6 thap véi su hap thu dextran sulfate. 
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- Suy gidm chite nding than . 

Theo déi chic nang than dinh ky 6 bénh nhan diéu tri bing benazepril hydroclorid. Nhttng 

thay déi vé chire nang than, bao g6m suy than cp, cé thé do thudc tre ché hé renin- 

angiotensin, Nhing bénh nhan cé chire nang than phy thudc vao hoat dong cua hé théng 

renin-angiotensin (vi du, bénh nhan bj hep déng mach than, bénh than man tinh, suy tim sung 

huyét nang, sau nhdi mau co tim hodc suy giam thé tich) cd thé cé nguy co dae biét tién trién 

bénh suy than cAp trén benazepril hydroclorid. Can nhac ngimng hoac ngimng diéu tri 6 nhiing 

bénh nhan bi suy giam chire nang than dang ké trén lam sang khi str dung benazepril 

hydroclorid. 

- Ha huyét dp 

Benazepril hydrocolorid ¢6 thé gay ha huyét 4p cé triéu chting, déi khi cd bién chimng do thiéu 

niéu, ting nito huyét tién trién, suy than cdp hoac ttr vong. Bénh nhan cé nguy co ha huyét ap 

qua mire bao gom nhiing nguoi cé cdc tinh trang hoae dac diém sau: suy tim véi huyét ap tam 

thu duéi 100 mmHg, bénh tim thiéu méu cuc bé, bénh mach mau nao, ha natri mau, diéu tri 

loi tiéu liéu cao, loc than, hoac mat thé tich va/hodic mat mudi nghiém trong vi bat ky nguyén 

nhan nao, GO nhting bénh nhan nay, hay theo d6i chat ché trong 2 tudn dau didu tri va bat ctr 

khi nao ting liéu benazepril hoac thuéc loi tigu. Tranh sir dyng benazepril hydroclorid 6 

nhiing bénh nhan c6é huyét d6ng khong 6n dinh sau nhdi mau co tim cap tinh. 

Phau thuat/Gay mé 

O nhitng bénh nhan trai qua dai phdu hodc trong khi gay mé bing cdc thuéc gay ha huyét ap, 

benazepril hydroclorid cé thé ngan chan sw hinh thanh angiotensin II thir phat do giai phéng 

renin ba trir. Néu ha huyét dp xay ra, diéu chinh bang cach tang thé tich. 

- Téng kali mau 

CAn theo d6i kali huyét thanh dinh ky 6 nhting bénh nhan ding benazepril hydroclorid. Thudc 

tre ché hé thong renin-angiotensin cd thé gay ting kali mau. Cac yeu t6 nguy co phat trién 

ting kali mau bao gom suy than, dai thao dudng va str dung déng thoi thudc Igi tiéu gift kali, 

chat bé sung kali va/hoac chat thay thé mudi cé chita kali (xem Tirong tdc, twong ky etia 

thuéc). 

- Suy gan 

Thuédc tre ché ACE cé lién quan dén héi ching bat dau bang vang da tr mat va tién trién dén 

hoai tir gan kich phat va (d6i khi) tt’ vong. Co ché cua héi chtmg nay khéng duge hiéu 16. 

Bénh nhan ding thudc tre ché ACE bi vang da hodc tang men gan 16 rét nén ngimng ding 

thudc trc ché ACE va duge theo déi y té thich hop. 
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Sir dung thuéc cho phu nif c6 thai va cho con bi 

* Phu nit co thai: 

- Tom tat rdi ro 

Benazepril hydroclorid cé thé gay hai cho thai nhi khi ding cho phy nt mang thai. Viée str 

dung cdc thudéc tac déng lén hé renin-angiotensin trong quy hai va quy ba ctia thai ky lam 

giam chite nang than cua thai nhi va lam tang ty 1é mac bénh citing nhu ttr vong 6 thai nhi va 

tré so sinh. Hau hét cdc nghién ctru dich té hoc kiém tra cdc bat thuéng ctia thai nhi sau khi str 

dung thuéc ha huyét dp trong ba thang dau déu khéng phan biét duge thuéc anh huéng dén hé 

théng renin-angiotensin vi cdc thuéc ha huyét 4p khdc. Khi phat hién cé thai, hay ngimg str 

dung benazepril hydroclorid cang sém cang t6t. Nguy co co ban wée tinh vé dj tat bam sinh 

nghiém trong va say thai déi véi nhém dan sé duge chi dinh van chua duge biét. Tat ca cdc 

truéng hop mang thai déu cé nguy co bi di tat bam sinh, say thai ho&c cdc két qua bat loi 

khac. Trong dan sé Hoa Ky ndi chung, nguy co co ban wéc tinh vé di tat bam sinh nghiém 

trong va sdy thai 6 cdc thai ky duge ghi nh4n trén lam sang ln lot 14 2% dén 4% va 15% dén 

20%. 

- C4n nhac lim sang 

+Neuy co lién quan dén bénh tat & ba me va/hoae phéi/thai nhi 

Tang huyét 4p trong thai ky lam tang nguy co me bi tién san giat, tiéu dudng thai ky, sinh non 

va cdc bién ching khi sinh (vi du: can phai mé lay thai va xudt huyét sau sinh). Tang huyét ap 

lam tang nguy co thai nhi bi han ché tang truéng trong tir cung va tir vong trong tir cung. Phy 

nt mang thai bj ting huyét 4p can duge theo déi cén than va quan ly phi hgp. 

+ Phan ting bat loi 6 thai nhi/tré so sinh 

Tinh trang thiéu 4i 6 phy nit mang thai str dyng thuédc anh hudéng dén hé théng renin- 

angiotensin trong tam cd nguyét thir hai va thir ba cia thai ky cé thé dan dén nhiing hau qua 

sau: Giam chite nang than cia thai nhi dan dén v6 niéu va suy than, gidm sn phéi va bién 

dang xuwong ctia thai nhi, bao gém thiéu san hép so, ha huyét dp va tir vong. Trong truéng hop 

bat thudng 1a khong cé6 phuong phdp nao thay thé thich hp cho viée diéu tri bing thuéc anh 

hudng dén hé théng reninangiotensin cho mét bénh nhan cy thé, hay thong bao cho nguéi me 

vé nguy co tiém an d6i véi thai nhi. 

Thuc hién kiém tra siéu 4m néi tiép dé danh gid méi trudng trong éi. Xét nghiém thai nhi cd 

thé phi hop, dia trén tuan thai. Tuy nhién, bénh nhan va bac si nén lwu y rang tinh trang thiéu 

di cé thé kh6ng xudt hién cho dén khi thai nhi da bi tén thuong khéng thé phuc héi. Theo dai 

chat ché tré so sinh c6 tian str phoi nhiém véi benazepril hydroclorid trong tir cung vé tinh 

trang ha huyét ap, thiéu niéu va tang kali mau. Néu thiéu niéu hoae ha huyét ap xay 1a 0 tré so 

sinh cé tién str phoi nhiém véi benazepril hydroclorid trong tir cung, hay chu y truc tiép vao 

Trang 5/11 

I 
=
o
 

a
 
/
=
 

VW
S\
..

https://trungtamthuoc.com/



viée hé tro huyét 4p va tuéi mau than. Truyén mau thay thé hodc loc mau cé thé du
oc yéu cau 

nhu mét bién phap dao nguge tinh trang ha huyét ap va thay thé cho chite nang than bi roi 

loan. 

* Phu nit cho con bu: 

Mat luong téi thiéu benazepril khong déi va benazeprilat duoc bai tiét vao sita me
 6 phy nf 

dang cho con bu dugc didu tri bang benazepril. Mot dita tré so sinh bt hoan toan b
ang stta me 

sé nhan duoc ft hon 0,1% liéu benazepril va benazeprilat mg/kg cua me. 

Anh huéng cita thuéc lén kha ning Jai xe, vin hanh may méc 

Cé thé xay ra chong mat va chodng vang do tac dung ha huyét dp. Vi cdy cn chu y khi
 ldi xe, 

van hanh may méc. 

Twong tac, twong ky cia thudc 

* Twong tac ctla thudc 

- Thuéc loi tiéu 

+ Huyét dp thap 

Bénh nhan dang ding thudc loi tiéu, dac biét 14 nhimg ngudi mdi bat dau didu tri bang thuéc 

loi tigu, d0i khi c6 thé bi tut huyét 4p qua mite sau khi bat ddu didu tri bang benazepril 

hydroclorid. Kha nang tac dung ha huyét ap ctia benazepril hydroclorid cé thé duoc gi
dm 

thiéu bang cach ngtng hodc giam lidu thudéc loi tiéu truée khi bat dau diéu tri bing
 benazepril 

hydroclorid (xem Cadch ding, liéu ding) 

+ Tang kali mau 

Thuéc loi tiéu gitt kali (spironolactone, amiloride, triamterene va cac loai khac) 
cé thé lam 

tang nguy co tang kali mau. Do dé, néu chi dinh str dung déng thoi cac thudéc
 nay, hay theo 

dai ndng dé kali huyét thanh cia bénh nhan thudng xuyén. Benazepril hydroclorid lam g
iam 

su mat kali do thudéc loi tiéu loai thiazide. 

- Thudc tri tiéu durong ; 

Ding déng théi benazepril hydroclorid va thudéc tri di thao dudng (insulin, t
hudc ha dong 

huyét duéng udng) cé thé lam tang nguy co ha dudng huyét qua mite. 

- Thuéc chéng viém khong steroid bao gom chdt tre ché chon loc Cyclooxygena
se-2 (Chat ite 

ché COX-2) 

G nhiing bénh nhan cao tudi, bj suy gidm thé tich (bao gdm ca nhting ngwoi dang diéu
 tri 

bang thudc loi tiéu) hoe bi ton thuong chite nang than, viéc str dung déng thoi cdc NSAI
D, 

bao gom ca thuéc tre ché COX-2 chon loc, voi thudc tre ché ACE, bao gom ben
azepril, cd thé 

dan dén suy gidm chite nang than, bao gém ca suy than cAp 6 thé xay ra. Nh
iing tac dong nay 

thung héi phuc. 

Theo ddi chtte nang than dinh ky & bénh nhan ding benazepril va NSAID 
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Tac dung ha huyét dp cia thudc tre ché ACE, bao gdm benazepril, cé thé bi giam do NSAID. 

- Uc ché kép hé thong Renin-Angiotensin (RAS) 

Uc ché kép RAS bang thudc tre ché thy thé angiotensin, thudéc tic ché men chuyén hoe 

aliskiren cé lién quan dén viéc ting nguy co ha huyét dp, tang kali mau va thay déi chire nang 

thin (bao gém ca suy than cp) so voi don tri liéu. Hau hét bénh nhan ding phdi hgp hai 

thudc tre ché RAS khong dat duge bat ky loi ich b6 sung nao so vi don tri ligu. Noi chung, 

tranh str dung két hop cdc chat tre ché RAS. Theo déi chat ché huyét ap, chite nang than va 

dién gidi 6 bénh nhan ding benazepril hydroclorid va cac thudc khdc anh huéng dén RAS. 

Khéng ding déng thdi aliskiren v6i benazepril hydroclorid 6 bénh nhan tiéu dudng. Tranh sir 

dung aliskiren voi benazepril hydroclorid 6 bénh nhan suy than (GFR < 60 mL/phut). 

- Ue ché muc tiéu rapamycin (mTOR) 6 déng vat e6 vii 

Bénh nhan ding dong thoi thuéc tre ché ACE va thuéc irc ché mTOR (vi du temsirolimus, 

sirolimus, everolimus) co thé tang nguy co bi pht mach. 

Theo ddi cdc d4u hiéu ph: mach (xem Canh bdo va than trong khi ding thudc) 

- Lithium 

Déc tinh cia lithium da duge bao cdo 6 nhiing bénh nhaén ding lithium déng thdi véi 

benazepril hydroclorid. 

Doc tinh cua lithium thuéng hdi phuc sau khi ngirng sir dung lithium hodc benazepril 

hydroclorid. 

Theo déi néng d6 lithium huyét thanh trong qua trinh str dyng dang thoi. 

- Thudc tee ché Neprilysin 

Bénh nhan ding thudc tre ché neprilysin ding thoi cd thé tang nguy co bi phd mach (xe! 

Canh bdo va than trong khi ding thude) oc = 

- Vang 

Phan trg nitritoid (cac tri¢u chimg bao gom dé birng mat, budn nén, nén va ha huyét 4p’ 

hiém khi duoc bao cdo & nhiing bénh nhén didu tr] bang vang du6i dang tiém (natri 

aurothiomalate) va diéu tri dang théi véi thudc tre ché ACE. 

* Tong ky ciia thuéc 

Do khéng cé cac nghién ctru vé tinh tuong ky cta thudc, khéng tron lan thudc nay véi cdc 

thudc khac. 

Tac dung khéng mong mudn cia thudc 

- Do cac thir nghiém lam sang duge tién hanh trong cdc diéu kién rat khdc nhau nén ty 1¢ phan
 

tng bat loi quan sat dugc trong cdc nghién ciru lam sang cua mot loai thudc khéng thé so sanh
 

truc tiép véi ty 16 trong cdc nghién ctru lam sang cla mt loai thudc khac va cé thé khong 

phan anh ty 1¢ phan tng bat loi quan sat duge trong thyre té, 
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- Benazepril hydroclorid da dwge danh gid vé d6 an toan 6 hon 6.000 bénh nhan tang huyét 

Ap; hon 700 bénh nhan trong sé nay da duoc diéu tri trong it nhat mot ném. Ty 1é chung ctia 

cdc tac dung phy duge bao cao 1a tuong tu 6 bénh nhan ding benazepril hydroclorid va bénh 

nhan ding gia dugc. 

- Cac tac dung phu duge bdo cdo thudng nhe va thoang qua va khéng c6 mdi lién quan git
ta 

tac dung phu va tudi tac, thoi gian didu tri hoc téng liéu trong khoang tir 2 mg dén 80 mg
. 

- Khoang 5% bénh nhan 6 Hoa Ky duge diéu tri bang benazepril hydroclorid va 3% bén
h 

nhan duge diéu tri bang gid duoc phai ngimg didu tri do tac dung phy. Nhiing ly do ngting 

thuéc phé bién nhat 14 dau dau (0,6%) va ho (0,5%). 

- Cac phan tng bat loi duoc thay véi tAn suat cao hon it nhat 1% 6 bénh nhan diéu tri ban
g 

benazepril hydroclorid so véi gid duge 1a nhite dau (6% so véi 4%), chong mat (4% so voi 

2%), budn ngii (2% so véi 0%) va chong mat tu thé (2% so voi 0%), 

- Cac phan tng bat loi duge bao cdo trong cac thir nghiém 14m sang co déi chimg (6 nhém 

benazepril nhiéu hon 1% so véi gid duge) va cac bién cé hiém gap hon trong gidm sat hau 

mai, bao gém nhiing trudng hgp sau (trong mét s6 truéng hop, mdi quan hé nhan qua véi viéc 

str dung thudc la khong chic chan): 

+ Da liu: H6i ching Stevens-Johnson, pemphigus, phan tng qua man 16 rang (biéu hién 

bang viém da, ngtra hoae phat ban), nhay cam anh-sang va d6 bimg. 

+ Tiéu héa: Budn non, viém tuy, tao bon, viém da day, nén mira va dai tién phan den. 

+ Huyét hoc: Gidm tiéu cau va thiéu mau tan huyét. 

+ Than kinh/tém than: Lo ling, giam ham muén tinh duc, tang truong luc, mat ngu, héi hop 

va di cam. 

+ Khac: Mét mdi, hen suyén, viém phé quan, khé thé, viém xoang, nhiam tring dudng tiét 

niéu, di tiéu thudng xuyén, nhiém tring, viém khép, ligt duong, rung toc, dau khép, d
au co, 

suy nhuge, 46 mé hdi. 

+ Cac bat thudng trong xét nghém: 

Sy gia tang axit uric, duéng huyét, bilirubin huyét thanh va men gan (xem Canh bdo va than 

trong khi ding thuéc) da duge bao cao, cing nhu cdc trudng hop ha natri mau, tha
y déi dién 

tam d6, ting bach cau ai toan va protein niéu. . 

Théng bdo ngay cho bac st hodc duge si nhitng phan ttng co hai gdp phai khi ste dung thud
e. 

Qua liéu va cach xi tri 

Qua liéu benazepril & ngudi chua duge bao cao, nhung biéu hién phd bién nhat cia qua l
iéu 

benazepril & ngudi cé thé 14 ha huyét ap, do d6 phuong phap diéu trj thong thudng 1a truy
én 

tinh mach dung dich mudi thong thudng. Ha huyét dp c6 thé lién quan dén r4i loan di
én giai 

va suy than. 
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Benazepril chi cé thé tham tach nhe, nhung hay can nhac l
oc mau dé hé trg bénh nhan suy 

than nang (xem Canh bdo va thdn trong khi ding thuéc
) 

Néu mdi uéng phai, can nhac ding than hoat tinh. C
an nhac viéc khit nhiém da day (vi dy: 

non mira, ria da day) trong giai doan dau sau khi udng. 

Theo ddi huyét 4p va cdc trigu ching lam sang. Nén 4
p dyng bign phaép didu tri hd tro dé dam 

bao dui nuéc va duy tri huyét 4p hé thong. 

Trong truéng hop ha huyét ap 16 rét, truyén dung dic
h nuéc mudi sinh ly; khi can thiét, hay 

xem xét dting thuéc van mach (vi dy: catecholamine 
tiém tinh mach). 

Dic tinh dug lye hoc 

-Nhém duoc ly: Thudc tie ché men chuyén angiotensin (
ACE) 

- Ma ATC: CO9AA07 

Benazepril va benazeprilat tre ché men chuyén angiotensin 
(ACE) 6 ngwéi va dong vat. 

Benazeprilat cé hoat tinh tre ché ACE l6n hon nhiéu so vé
i benazepril. ACE 1a mot peptidyl 

dipeptidase xtc tac qua trinh chuyén angiotensin I thanh ch
at co mach, angiotensin II. 

Angiotensin II cting kich thich vo thuong than tiét aldostero
ne. 

Sy tre ché ACE dan dén giam angiotensin II huyét tuong,
 dan dén giam hoat tinh vén mach va 

gidm tiét aldosterone. Sy giam sau nay c6 thé din dén ti
ng nhe néng dé kali huyét thanh. 

Loai bé phan héi 4m tinh etia angiotensin II d6i v6i sy bai 
tiét renin dan dén tang hoat déng 

renin trong huyét tuong, Trong cdc nghién citu trén dong va
t, benazepril khéng cé tac dung tre 

ché dap tmg thuéc vin mach voi angiotensin II va khong a
nh hudng dén tac dung huyét déng 

cha cdc chat din truyén than kinh ty chi acetylcholine, ep
inephrine va nor epinephrine. 

ACE giéng hét kininase, m6t loai enzyme phan hay bra
dykinin. Vigc tang ndng dd 

bradykinin, mt peptide te ché van mach manh, cé déng
 vai tro trong tac dung diéu tri cla 

benazepril hydroclorid hay khong van chua duge lam sa
ng to. 

Trong khi co ché lam gidm huyét 4p cla benazepril duge
 cho 1a chu yéu 1a te ché hé théng 

renin-angiotensin-aldosterone, thi benazepril cé tac dung h
a huyét 4p ngay ca & nhiing bénh 

nhan tang huyét ap cé renin thap. 

Dac tinh duge dong hoe 

- Duge dong hoc ctia benazepril xAp xi ty 16 voi liéu din
g trong khoang lidu tir 10 dén 80 mg. 

Sau khi uéng benazepril hydroclorid, nong d6 dinh trong 
huyét twong ctl benazepril va chat 

chuyén héa cé hoat tinh benazeprilat dat twong img
 trong vong 0,5 dén 1 gid va 1 dén 2 gid. 

Trong khi sinh kha dyng cua benazepril khéng bj anh hud
ng béi thie an, thoi gian dat nong 

d6 dinh trong huyét tuong cla benazeprilat bi tri hoan ti
r 2 dén 4 gid. 

- Ty 1é gan két véi protein huyét thanh ciia benazepril 14 
khoang 96,7% va cia benazeprilat la 

khoang 95,3%, duoc do bang phuon: hap loc mau can bang; trén co sé cac nghién ciru in 
3 7 

* 
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vitro, mirc dé gan két véi protein sé khéng bj anh hudng bédi tudi tac, ri loan
 chite nang gan 

hoiic nong dé (trong khoang nong d6 tir 0,24 dén 23,6 pmol/L). 

- Benazepril duge chuyén héa gan nhu hoan toan thanh benazeprilat nho su phan
 tach nhom 

ester (cht yéu 6 gan). Ca benazepril va benazeprilat déu trai qua qua trinh glucuro
nid héa. 

- Benazepril va benazeprilat duge thai trir chu yéu qua than. Khoang 37% liéu di
ng qua 

dudng udng dugc tim thay trong nuéc tidu duéi dang benazeprilat (20%), be
nazeprilat 

glucuronide (8%), benazepril glucuronide (4%) va m6t lugng rat nhd benazepril. 

Su bai tiét ngoai than (tire 14 qua mat) chiém khoang 11% dén 12% luong bai 
tiét 

benazeprilat. Thdi gian ban hiy higu qua cua benazeprilat sau khi uéng benazep
ril 

hydrochloride lap lai m6i ngay mét lan 1a 10 dén 11 gid. Vi vay, nong dd be
nazeprilat & trang 

thai én dinh sé dat duge sau 2 hoae 3 liéu benazepril hydroclorid ding moi ng
ay mét 1an. 

Ty 1é tich Ifiy dya tren AUC cha benazeprilat la 1,19 sau khi dung thudc mdi ngay m
ot lan. 

- Dbi tuong dic biét 

+ Suy than 

Dugc dong hoe khi tiép xuic toan than véi benazepril va benazeprilat 6 bénh nhén s
uy than 

nhe dén trung binh (d6 thanh thai creatinine > 30 mL/phut) twong ty nhu 6 bénh nha
n cé chite 

nang than binh thuong. G nhiing bénh nhan cé d6 thanh thai creatinin < 30mL/phut
, nong dd > 

benazeprilat dinh va théi gian ban hay ban dau (pha alpha) tang 1én va théi gian
 dat dén trang y \ 

thai én dinh cé thé bj tri ho&in (xem Cach ding, liéu ding). 
SOC 

Khi bat dau loc mau 2 gid sau khi udng 10 mg benazepril, khoang 6% benazepri
lat duge loai “ 

bé sau 4 gid loc mau. Hep chat géc, benazepril, khéng duge phat hign trong 
dich tham tach. Sy 

+ Suy gan 

G6 bénh nhan suy gan (do xo gan), duge déng hoc cua benazeprilat vé co ban kh
éng thay déi. 

- Tuong tac thuéc: Duge déng hoe cia benazepril khong bi anh hudng béi cac thuée sau: 

hydrochlorothiazide, furosemide, chlorthalidone, digoxin, propranolol, atenolol, nife
dipine, 

amlodipine, naproxen, axit acetylsalicylic hodic cimetidine. Tuong tu nhu vay,
 vige str dung 

benazepril khong anh huéng dang ké dén duge dong hoc cia cdc thudc na
y (dong hoc cia 

cimetidine chua duge nghién ciru). 

- Tré em 

Duge déng hoc cia benazeprilat durge danh gia & bénh nhi tang huyét ap s
au khi udng mot 

liéu duy nhdt duge trinh bay trong bang dudi day. 

Nhém tuéi | Cmax Tia® AUCo.int CL/Fivt Tin 

(ng/mL) (hh) (ng/mL*h) (L/h/Kg) (h) 

>1dén<24 | 277 1 1328 0,26 5,0 

thang (1925391) (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 5,5 

tudi (168;244) (1,4;2,4) (842;1152) | (0,31;0,42) | (4,756.5) 

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< | 287 2 1794 0,16 5,1 

17 tudi (2173420) (1,3;2,3) (1478:2340) | (0,13;0,21) | (4,235.7) 

n=8 

Quy cach déng géi: Hép 3 vi, 5 vi, 6 vi, 10 vi x 10 vién n
én, kém ts huéng dan sir dung. 

Piéu kién bao quan: Noi khé mat, nhiét d6 khéng qua 3
0°C, tranh anh sang 

Han ding: 36 thang ké tir ngay san xuat. 

96 16 san xudt, ngay san xudt va han sit dung xem trén bao
 bi chinh cua san pham. 

Tiéu chudn chat hrong: Tiéu chuan co s0. 

x 2 x 

Nha san xuat 
4 

CONG TY CO PHAN DUGC MEDIPHARCO 
ee 
oe 

Dia chi: sé 8 Nguyén Trudng T6, phudng Phuse Vinh, thanh 
phé Hué, tinh Thiva T ig Hué 

Dién thoai: 19001010 - 0234.3837731 *Fax: 0234.3826077 Ss 

Tp. Hué, ngay ©4 thang 6+ nam 2024 > 

Ngwai dai dign hyp phap cia doanh nghigp Ya 

TONG GIAM DOC~ 

Hoang Ngoc Sloat Phong 
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oO CONG TY CO PHAN DUGC MEDIPHARCO 
08 Nguyén Truting T6- P.Phudc Vinh- Tp.Hug Email: rd@medipharco.vn 

MEDIPHARCO Tel: 0234.3611870 Website: www.medipharco.vn 

HOP 3 Vi BENARI 5 

( Gc ké Hop 3 wi x 10 vién nén a --] TR Thudc ké don op 

ime 
= iz 
‘|= th 
| = Benazepril hydroclorid..... ee mg 

wa Nha son aut: 
CONG TY C6 PHAN DUGC MEDIPHARCO 

\ hgpprarco 08 Nguyén Trung Té, PPhude Vinh, Tp.Hué, Tinh TLHué 

Thanh phan: Mai vién néncé chifa: Dieu kién bao quan: Dé noi khd mat, 
Benazeprilhydroclorid____.5mg nhiét dé khéng qué 30°C, tranh 4nh sang. 

Tadugcwadd________.1 vién Tiéu chuadn chatlugng: TCCS. 
Chi dinh, Chong chi dinh, Cach diing- 

liudiing, Cécthéng tin khae: DE XA TAM TAY TRE EM - DOC KY HUONG 
Xemtrong téhuéng danstt dung. DAN SU DUNG TRUGC KHI DUNG 

IR, Prescription drug Box of 3 blisters x 10 tablets ~ 

BENARI 5) 
a 

Benozepril hydrochloride . ee 
23253 
RRBs 

Monufoctured by- MEDIPHARCO PHARMACEUTICAL J.S.C aes 
08 Nguyen Truong To Street, Phuoc Vinh Ward, Hue City, 2 10 2 ai 

“ 
mepipHanco Thua Thien Hue Province 

Composition: Each tablet contains 
Benazepril hydrochloride......5 mg 

Excipients s.q.f.... H 

Indications, 7 | 

Dosage - Administration and Other 

information: See insert 

Mau sac: Xanh duong, dd, den 

Hué, ngay4 thangd+nam 2024 

Ngu@i dai dién hgp phap cua doanh ae ua 
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oO CONG TY CO PHAN DUGC MEDIPHARCO 
08 Nguyén Trudng Té- P.Phude Vinh- Tp.Hué Email: rd@medipharco.vn 

MEDIPHARCO Tel; 0234.3611870 Website: www.medipharco.vn 

HOP 5 Vi BENARI 5 
™
~
 

I Thudc ké don H6p 5 vix 10 vién nén 

— 
Benazepril hydroclorid ..... 5 mg 
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Nha sen xudt: 
CONG TY C6 PHAN DUQC MEDIPHARCO 

Ae meostiaco 08 Nguyén Trading T6, PPhudc Vinh, Tp-Hué, Tinh TTHué 

Thanh phan: Mai vién nén co chifa: Chi dinh, Chang chi dinh, Cach 
Benazepril hydraclorid diing-ligu ding, Céc théng tin 
Ta duge vita du khée: Xem trong t& hudng din str 

Diéu kign bao quan: HE ndi khd — dung. 
mat, nhiét d6 khéng qué 30°C, tanh = Tiguchudn chat lung: TCCS. 
anh sang. 

DE XA TAM TAY TRE EM 
BOC KY HUGNG DAN sf DUNG TRUGC KHI DUNG 

I Prescription drug Box of § blisters x 10 tablets \ 

BENARI‘S) 
Benazepril hydrochloride ..... 5 mg 

@) Manufactured by: MEDIPHARCO PHARMACEUTICAL J.5.C 

08 Nguyen Truong To Street, Phuoc Vinh Ward, Hue City, 

wepipHarco hua Thien Hue Province 

— Composition: Each tablet contains Indications, Contraindications, 
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Benazepril hydrochloride. Dosage - Administration and 
Excipients $.q.f....ncsssrsnee Other information: See insert 
Storage: In a dry place, not exceed Specification: In-house standard 
30°C, protect from light. 

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

Mau sac: Xanh duwong, dd, den 

Hué, ngayo4 thang +ndm 2024 

Ngugi dai dién hop phap cua doanh nghiép 

ne crm Déc 
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CONG TY CO PHAN DUGC MEDIPHARCO 
08 Nguy&n Truting T6- P.Phude Vinh- Tp.Hué Email: rd@medipharco.vn 

Website: www.medipharco.vn 

HOP 6 Vi BENARI 5 
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 I Thudc ké don Hép 6 vix 10 vién nén 

MEDIPHARCO 

® 

BENARI's 
==> 

Benazepril hydroclorid ..... 5 mg 

Nha san xudt, 
CONG TY C6 PHAN DUGC MEDIPHARCO 
08 Nguyén Trudng T6, PPhuéc Vinh, Tp.Hué, Tinh TT.Hué 

Thanh phan: Moivién néncé chifa: Chi dinh, Chéng chi dinh, C4ch 

Benazepril hydroclorid. 

Tadugcevita du 
Dieu kign bao quan: Bé nai kh6 = dung. 
mat, nhiét dé khéng qua 30°C, tranh = Tigu chudn chatlugng: TCCS. 

anh sang. 

BOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG 

ding-lféu ding, Cac théng tin 

khae: Xem trong ts hudng dan sir 

DE XA TAM TAY TRE EM 

Prescription drug Box of 6 blisters x 10 tablets ) 

® 

BENARI‘s 
=D 

Benazepril hydrochloride ..... 5mg & as 
8s. 
BRR eG 

Manufactured by: MEDIPHARCO PHARMACEUTICAL J.S.C e 2. a 

08 Nguyen Truong To Street, Phuoc Vinh Ward, Hue City, 2 9 2 S 
aA 

Thua Thien Hue Province MEDIPHARCO 

Composition: Each tablet contains Indications, Contraindications, 

Benazepril hydrochloride. ..5mg Dosage - Administration and 
Excipients $.q.f....-..—---- tablet Other information: See insert 
Storage: In adry place, not exceed —- Specification: In-house standard 

30°C, protect from light. 

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

Mau sac: Xanh duong, dd, den 

Hué, ngay % thang® *nédm 2024 ob 

Ngui dai dién hop phap cua doanh nghiép* 
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6 CONG TY CO PHAN DUOC MEDIPHARCO 

08 Nguyén Truting T6- P.Phuéc Vinh- Tp.Hué 
Tel: 0234.3611870 MEDIPHARCO 

Email: rd@medipharco.vn 

Website: www.medipharco.vn 

HOP 10 Vi BENARI 5 

IR Thude ké don 

BENARIS) 
Benazepril hydroclorid ..... 5 mg 

H6p 10 vi x 10 vién nén 

G Nha san xudt: 
CONG TY C6 PHAN DUGC MEDIPHARCO 

mepipHarce 08 Nguyén Truéng 16, PPhude Vinh, Tp.Hué, Tinh ThHué 

Thanh phan: Moi vin nén co chia: 
Benazepril hydroclorid, 
Ta dugc viva du........ i 
Chi dinh, Chéng chi dinh, Cach 

diing-liéu diing, Cac théng tin khac: 
Xer trong té hung dan st dung. 
Dieu kién bao quan: 

BE nai khé mat, nhiét dé khéng qué 
30°C, tranh anh sing, 
Tiéu chun chat lvgng: TCCS. 

DE XA TAM TAY TRE EM 
BOC KY HUGNG DAN SU DUNG 

TRUGC KHI DUNG 

IR Prescription drug Box of 10 blisters x 10 tablets 

BENARIS) 
Benazepril hydrochloride ..... 5 mg 

G Manufactured by: MEDIPHARCO PHARMACEUTICAL J.S.C 

08 Nguyen Truong To Street, Phuoc Vinh Ward, Hue City, 
MeDIPHARco © Thua Thien Hue Province 

Composition: Each tablet contains 

Benazepril hydrochloride. 

Excipients s.q.f 

Indications, Contraindications, 

Dosage - Administration and 

Other information: See insert 

Storage: In a 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 

Mau sac: Xanh duong, dd, den 

Hué, ngay 04 thang °**ndm 2024 =)e 
Ngu@i dai dién hop phap cua doanh nghiép “ 
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NHAN Vi 10 VIEN BENARI 5 
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*Ghi chu: S6 16 SX va Han ding dug'c dap chim & dau vi thuéc 

Mau sac: Den 

Hué, ngay®4 thango*ndm 2024 Dy 

Ngué@i dai dién hdp phap cua doanh nghié ba. 7 

TONG GIAMBOC — 

https://trungtamthuoc.com/


