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LAVEZZI1

O S " R
boc k¥ th@e khi ding. D€ xa tim tay tré em.
Thong bdo ngay dc s§ hodc dugc sy nhitng tdic dung khong mong mudn gip

phdi khi sit dung thudc. Thudc nay chi ding theo don cia bac sy.

To thong tin san phdm nay bao gom huéng dén sit dung cho thuéc cé nhiéu ham
lugng khdc nhau.

THANH PHAN
M3i vién nén bao phim LAVEZZI-5 chia:
Benazepril hydroclorid .cosscsssssossmsssess 5 mg

T4 dudgc: Cellatose 80, copovidon, natri starch glycolat, magnesi stearat, HPMC EG6,
titan dioxyd, talc, PEG 4000, polysorbat 80, dau thdu ddu.

M&i vién nén bao phim LAVEZZI-10 chia:

Benazepril hydroclorid ........c.ccoeveenninenns 10 mg

T4 dudc: Cellatose 80, copovidon, natri starch glycolat, magnesi stearat, HPMC E6,
titan dioxyd, talc, PEG 4000, polysorbat 80, dau thau dau, mau oxyd sdt vang.

Dang bio ché&: Vién nén bao phim.

Mo ta sin phim:

LAVEZZI-5: Vién nén dai, bao phim mau tring, mdt mit c6 dap logo ﬁ , mit kia c6
dap gach ngang. |

LAVEZZI-10: Vién nén hinh khién, bao phim mau vang, m¢t mat c¢6 ddp logo ﬁ, mait
kia tron.

Quy cdch déong goéi: Hop 10 vi x 10 vién.

Thudc diung cho bénh gi?

Sin phim LAVEZZI chia thinh phin chinh c6 tdc dung dugc ly 12 Benazepril
hydroclorid, mdt thuSc diéu tri ting huyét 4p thudc nhém thudc e ché enzym chuyén
angiotensin.

Thudc dudc sit dung theo chi dinh clia bic s§ dé:

- Ding mot minh hoic phdi hdp vdi cdc thudc khdc (nhu thudce 1gi ti€u thiazid) d€ diéu
tri ting huyé€t dp.

- Ding k&t hop véi thude 1gi ti€u va digitalis d€ di€u tri suy tim sung huyét.

Nén diing thudc nay nhu th& nao va liéu lugng?

Ludn dung thudc chinh x4dc nhut hudng din cla bdc s§ hodc duge s§. N&u ban chua rd,
hdy héi lai cho chdc chdn.

Thudc dudc st dung dudng udng, udng 1 1an hoic chia 2 14n mdi ngay. Thudc khong bi
anh hudng bdi thifc an.

Liéu clia LAVEZZI phéi dudc diéu chinh theo titng ngudi bénh. Béc s§ s& diéu chinh
lidu thap nhit ma vin dat hiéu qud ddi véi ban. Thy theo ddp ng ciia ban véi thudc




bdc sy c6 thé gidm hodc ting liéu. Khong dung qud li€u dugc chi dinh, khong ty ¥ thay
ddi liéu khi-chia duge sy dong ¥ clia bac s§.

Ting huyét dp.

Khdi diau: Udng 10 mg, ngdy mdt lan.

Duy tri: udng 20 - 40 mg. Khong vugt qud 80 mg/ ngay.

Tré em: Dang bao ch&€ khdng phit hgp vdi li€u chi dinh cho tré em.
Nguoi suy than.

Liéu khdi diu 5 mg.

Duy tri: Khdng vugt qud 40 mg/ ngay.

Suy tim sung huyét:

Diing liéu khdi dau 2,5 mg, t6i da 20 mg mdt ngay.

Khi nao khong nén dung thuéc nay?

Khong nén ding thudc nay né€u ban min cdm véi Benazepril hydroclorid hodc véi bat
cif thanh phin nao cla thudc.

M4n cdm véi cdc thudc e ch€ enzym chuyén angiotensin khéc.

P4 tirng bi phit mach c6 hodc khong c¢6 diéu tri vdi thudc e ch€ enzym chuyén.

Téc dung khéng mong mudn

Nhu cdc thudc khdc, LAVEZZI c6 thé giy tic dung khdong mong mudn, nhung khong
phdi ai cling gdp phai.

Ngung ding thudc va lién hé trung tdm y t& gdn nhdt néu ban gdp cdc phdn vng sau:
Phén ng di ¢ng, phit mach: Khé thd, khd khe, ngita ngdy, phdt ban, sung phit & § mat,
cdc chi, moi, ludi. Cdc phan ng di ng nay hi€m gip khi st dung thudc.

Dot quy: Té, ngia ran, suy y&u mdt bén cd thé, thay ddi thi luc, khé khin khi néi
chuyén, di lai hoic giit thing bing, ld 14n va dau diu nghiém trong.

Con dau tim: Con dau nguc dot ngdt, nhip tim nhanh hogc bat thudng, thd ngdn.

Ph&n ng qué min trén da ning - hdi ching Stevens-Johnson: May day, dd da, phong
1op, trgt da & moi, mit hodc miéng, trée da, sot.

Lién hé trung tdm y t& gdn nhdt néu ban gdp cdc phdn ung sau:

Tang kali huy&t: Nhip tim bat thudng, y€u cd va cdm thdy khong khde.

Viém tuy: Dau bung kéo dai va dau nhi€u hon khi nim, ndn, budn noén.

Thi€u mau: Mét mdi, ué odi, suy yéu, hoi thd ngin.

Gidm ti€u cidu: BAm tim, chdy mdu khdng rd nguyén nhin, suy y€u va mét moi.

R&i loan vé gan: Vang da hodc mit, nudc ti€u dim mau, ndn, budn ndn, gidm thém in.
R&i loan vé than: Pi ti€u nhiéw/ it, non, budn ndn, phd chi, mét mai.

R&i loan hé hd hap: Thd ngdn, kho khe, khé thd.

M4t bach cdu: Lam ban d& bi nhiém tring hon, n€u phét hién nhitng triéu chitng nhu
nhi&m khu#n, s6t, viém, dau hong lién hé ngay vdi trung tim y t& gin nhat.

Cdc tdc dung khong mong mudn khdc:

Thudng gdp: Ho nhat thdi; Nhitc ddu, chéng mit, mét mdi, ngd ga; Budn non.

ft gap: Ha huy&t 4p, nhip tim nhanh, loan nhip tim; Lo 4u, mit ngd, tinh trang kich
dong, gidm ham mudn tinh duc; Ban, ban dé da dang, mun nudc, min cdm véi 4nh
sdng; T4o bén, viém da day, non, dai tién mdu den; Li€t duong, nhi&m khuin dudng
niéu, di tiéu thudng xuyén; Tiang trudng lyc, di cdm, dau khép, viém khdp, dau co, yéu
cd; Ra md hodi, mét mdi, rung téc.

Thudc c6 thé giy ra cdc tic dung khong mong mudn khdc. Théng bdo cho bic sy
nhitng tdc dung khong mong mudn gip phdi khi sit dung thudc.




Nén tranh diing nhitng thué'c hoéc thyc phim gi khi dang sif dung thué’c nay?

Mot s6, thudc'co thé tuong tic v6i Benazepril nén phdi thdng b4o cho bic sy hodc dugc
sy ciiaban vé tat ca cdc loai thudc ma ban dang sif dung, bao gém ca cic thusc ké don
hodc khong ké don, cic vitamin hodc thudc tir dugc ligu.

Cdc thubc cd thé tuong tdc vdi benazepril

- Thudc chdng ddi thio dudng.

- Thuéc 1gi tiéu.

- Céc thudc gay ha huyét 4p khic.

- Thudc chong viém khong steroid: nhu naproxen, phenylbutazon, mefenamic acid,
indomethacin, diclofenac, ibuprofen....

- ThuGc dong (chii) van giao cim.

- Thu6c 1am ting ndng d6 natri trong mdu: Thudc lgi ti€u giit kali, cdc thudc b sung
kali hodc cdc thuSc lam ting ndng do kali huy€t khéc.

- Lithi.

- Natri aurothiomalat.

- ThuGc chéng d6ng (warfarin, acenocoumarol).

Ban c6 th€ udng thudc nay cing hoic khong ciing thic in.

Can lam gi khi mot Iin quén khéng dung thudc?

N&u ban quén khong dung 1 lidu, nén udng li€u d6 ngay khi c6 thé. N&u thdi diém nhé
ra da ngay gan thdi di€m ding lidu thudc ti€p theo, khong diing lidu da quén ma ding
thudc theo diing lich trinh cii. Khong udng gap doi lidu.

Can bdo quin thudc nay nhu the nao?

Giit thudc trong bao bi g&c ciia nha sin xudt, day kin.

Dé€ thudc ndi kho rdo, trdnh dnh sdng, nhiét do khong qud 30°C, va ngoai tAim véi clia
tré em.

Khong sit dung thudc sau ngay hét han ghi trén bao b (hdp va vi thudc).

Nhitng diu hi¢u va tri¢u chitng khi dung thud'c qu4 liéu

Dang thu6c chinh xdc nhu huéng din cda bic s§. Néu v6 y ding qu4 liéu, ban c¢6 thé
bi: Gidm huy€t 4p nhe, nhip tim chim:; tang kali huy&t, suy thin. N&u ban ding thudc
nhi€u hon chi din, ngung dung thudc va lién lac ngay véi bac sy hodc trung tdm y t&
gan nhat.

Can phai lam gi khi diing thud'c qud liéu khuyén cdo

Ngung ding thuc va lién lac ngay véi bac s§ hoic trung tim y t€ gan nhat.

Mang theo vién thudc ciing véi bao bi dé€ bic s§ bi€t ban da udng thudc gi va c6 bién
phdp xtt 1y kip thoi.

Nhitng di€u cin than trong khi ding thudc nay

Trudc va trong khi dirng thudc nay, thong bdo cho bdc sy néu ban c6 nhitng van dé sau:
- Ban bi di Wng véi benazepril hoic vdi bat ky thudc chong tang huyét 4p nio khdc.

- Ban da tirng bi phi mach: sung phi & mit, cdc chi, moi, udi, ¢ hong.

- Ban phdi chay thin nhén tao.

- Ban sdp ding thudc gidi m&n cim do v&t cXn cia ong.

- Ban 1a ngudi da den, do thudc 4nh hudng 1é€n ngudi da den khic vé6i cdc chiing toc
khdc.

- Bénh tim mach, hep van tim.




- Bi mat nudc (c6,th€'do tiéu chdy, ndn, mita, chiy mdu, ding thusc Igi ti€u, thim tdch
méu, ché&\do an'it mudi).

+Chuin bi thy'c hién phiu thuat.

- Ban bi bénh lién quan dén gan.

- Bénh thin.

- Bi tdng kali huyé€t, hodc dang ding thudc c6 thé gy ting kali huyét.

- Bénh ddi thdo dudng.

- C6 tri€u ching nhu nhiém khudn, s6t, viém, dau hong khi dung, can thong bdo ngay
cho bdc s§ vi d6 c6 thé 1a dau hiéu clia mat bach ciu hat, dic biét khi ban bi bénh mod
lién két, sit dung thudc gidm mién dich, hoic bi gidm chic ning gan than.

- Thudc ¢6 thé gay ho khan kéo dai.

S&n phim LAVEZZI c6 chifa lactose. Néu ban khong dung nap mot loai dudng nao dé,
hay thong bdo cho bic s§y.

Dang thudc cho tré em

Khong dung thudc nay cho tré em dudi 18 tudi.

Phu nit mang thai hodc cho con bu

Né&u ban dang mang thai, hodc nghi ring minh dang mang thai, hodc dy dinh c6 thai,
hay héi y ki€n bac sy hodc dugc s§ trude khi ding thudc. Khong dung thudc trong thi
ky mang thai.

Ban dang cho con by, hiy héi ¥ ki€n bdc s§ hodc dugc s§ trude khi ding thudc.
Ldi xe va van hanh mdy méc :
Thudc c¢6 thé giy ha huyét dp, mét mdi, ngli ga, y&u co...khong nén thuc higg of
cdng viéc can tap trung cao dd nhu 14i xe hodc van hinh mdy méc, cho dén khi x :
dinh chidc chin d4p @ng clia minh.

Khi nao cAn tham van béc sy, dugec s§.
Cén lién lac ngay vdi bac sy hoic trung tim y t& gin nhat khi diing thudc qué liu chi
dinh.

Thong thudng, bao gid ciing phdi hdi ¥ ki€n bdc s§ hodc dugc s§ truSe lic diang bat ky
thudc nao khi mang thai hoic cho con bi.

Théng béo ngay cho bédc s§ hodc dudc sy nhitng tic dung khong mong muén gip phai
khi st dung thudc.

Né&u cin thém thong tin xin hdi ¥ ki€n bac s§ hoic dugc s.

Han ding cia thudc: 36 thing k€ tir ngay sin xuat.

San xuit tai: .

CTY TNHH DUGC PHAM PAT VI PHU

(DAVI PHARM CO., LTD.)

L6 M7A, Pudng D17, Khu CN M§ Phudc 1, Phudng Théi Hoa, Thi xd B&n Cit, Tinh
Binh Duong, Viét Nam

Tel: 0650-3567689  Fax: 0650-3567688




THANH PHAN

M&i vién nén bao phim LAVEZZI-5 chifa:

Benazepril hydroclorid .......................... 5 mg

Ta dugc: Cellatose 80, copovidon, natri starch glycolat, magnesi stearat, HPMC E§6,
titan dioxyd, talc, PEG 4000, polysorbat 80, ddu thdu ddu.

Madi vién nén bao phim LAVEZZI-10 chifa:

Benazepril hydroclorid .......................... 10 mg

Ta dugc: Cellatose 80, copovidon, natri starch glycolat, magnesi stearat, HPMC E§,
titan dioxyd, talc, PEG 4000, polysorbat 80, dau thdu ddu, mau oxyd sdt vang.

Dang bao ché&: Vién nén bao phim.

M0 ta san phim:

LAVEZZI-5: Vién nén dai, bao phim mau tring, mdt mit c6 dip logo ﬁ , mat kia c6
ddp gach ngang. .

LAVEZZI-10: Vién nén hinh khién, bao phim mau vang, mot mit c6 dap logo ﬁ , mat
kia tron.

Quy ciach déng géi: Hop 10 vi x 10 vién.

PAC TINH DUGC LUC HQC:

Nhém dugc 1y: Thudce e ch€ enzym chuyén angiotensin, ma ATC: C09AA07.
Benazepril 1a dang ethylester clia benazeprilat chua c¢6 tic dung. Khi vio co thé
benazepril bi thiy phan & gan d€ tao thanh benazeprilat @c ché€ duge enzym chuyén
angiotensin, c ché€ bradykininase va kininase II.

Benazepril ¢6 tdc dung gidn mach, gidm sic cdn ngoai vi, ha huyét 4p do dc ché&
chuyén angiotensin I thanh angiotensin II, 1a chit co mach manh, kich thich tong hop
va bai ti€t aldosteron va 1a y&u 3 ting sinh d5i véi tim (gdy phi dai cd tim).

Benazepril con lam gidm thodi gidng bradykinin, mot chat gy gidn mach truc ti€p va
c6 lién quan dén sy tao thanh prostaglandin. Pay c¢6 thé 1a 1y do cdc thudc e ché
enzym chuyén c6 tdc dung ngay ca ddi véi nhitng trudng hgp c6 ndng do renin thap.
Thudc tc ch€ enzym chuyén lam gidm tién gdnh va hiu gdnh & nhitng bénh nhin suy
tim, lam gidm tdi c4u tric that trdi, mot hiu qua thudng thdy sau nhdi mdu cd tim, do
d6 hiéu qud trong diéu tri suy tim sung huyét, k& ca suy tim sau nhdi mau.

Cdc thudc e ché enzym chuyén angiotensin c¢On lam gidm protein niéu trén nhitng
bénh nhan c6 bénh ciu thin.

Céc thudc e ché€ enzym chuyén dugc diung d€ diéu trj ting huyét 4p, suy tim, cai thién
ty 1& sOng s6t do nhdi méu cd tim, ciing nhu phong cdc bién ¢d tim mach trén bénh
nhan c6 cdc y&u t6 nguy cd. Thudc ciing duge dang trong bénh than do d4i thdo dudng
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va thudng duge)dimg & dudng udng. G mot s6 bénh nhan c6 thé gip tinh trang tut
huy€t dpykhi m6i bt ddu diéu tri, vi thé liéu ddu tién nén duge udng & tu thé nim. N&u
¢6'th€, nén nging cédc liéu phap 1¢i ti€u trude va sau khi ding thudc néu cin thiét. Véi
nhitng bénh nhén suy tim dang diing thudc 1¢i ti€u quai, hién tugng gidm huyét 4p lidu
dau nghiém trong thudng xdy ra khi ding phdi hgp v6i mét thudc e ché enzym
chuy€n angiotensin. Tuy nhién, ngitng tam thdi thudc 1 tiéu c6 thé gay phd phéi cap
trd lai. Chinh vi vay, di€u tri bing thudc e ch€ enzym chuyén trong nhitng trudng hop
nay nén bdt dau bing li€u thap va cin dugc gidm st chit ché.

Tdc dung diéu tri ting huyét dp: Thudc lam gidm sitc cdn dong mach ngoai vi va
khong tdc dong 1€n cung lugng tim. Tudi mdu § thian dugc duy tri hodc ting 1én va mifc
loc cau thin thudng khong thay ddi. N&u gip ha 4p nhanh & bénh nhan ting huyét 4p
rit cao va kéo dai, mic loc clia cau thin c6 thé gidm nha' thdi, din dén ting nhat thoi
creatinin va uré trong huyét thanh. G bénh nhén c6 kém theo phi dai tim that trdi, diéu
tri v6i thudc e ch€ enzym chuyén angiotensin trong vong 2 - 3 thdng thi kich thudc tim
bénh nhan c6 thé trd vé binh thudng.

Tdc dung trén bénh nhdn suy tim: Trong suy tim, thudc c ch& enzym chuyén 1am gidm
dp Iyc d6 day (tién gdnh), gidm sic cdn dong mach ngoai vi, lam ting cung lugng va
khd ning hoat dong cda tim. Nhitng tdc dung nay d&€n nhanh sau khi bit ddu diéu tri.
Luu lugng mdu & than c6 thé ting t6i 60%. Thudc e ché enzym chuyén c6 thé lam
gidm bénh cd tim, vi angiotensin II 12 y&u t& ting sinh chinh cia cd tim.

ThuGc e ch& enzym chuyén angiotensin c6 tic dung t&t § ngudi suy tim ¢ bénh cd
tim va rdi loan chic ning tdm thu thit trdi. Trit khi c6 chdng chi dinh, thudc e ché
enzym chuyén angiotensin c6 thé dang cho ta't ca nhitng ngudi ¢ suy tAm thu that trdi
(phin suit tdng mdu < 35%). Sy e ch€ enzym chuyén angiotensin & nhitng ngudi nay
c6 thé ngdn ngira hoic 1am cham ti&n trién suy tim, 1am gidm ty 1& dot t& va nhdi miu
cd tim. Trong rdi loan chic ning tim thu, thudc ¢c ché enzym chuyén angiotensin c6
th€ 1am gidm sic cdn cda mach ngoai vi (hdu gdnh), huyét 4p mao mach phdi (tién
gdnh), va sic cdn cla mach mdu phéi, va 1am ting cung lugng tim va ting dung nap
véi hoat dong thé Iyc. Thudc ciing 1am gidm gidn tAm tha't va c6 chiéu huéng phuc hdi
tim tr§ vé€ hinh dang binh thudng.

Tdc dung trén nguoi c6 bénh thdn do ddi thdo dwong: 0] ngudi ddi thdo dudng, thudc e
ch& enzym chuyén angiotensin 1am gidm bai tiét protein trong nudc ti€u va 1am chim
sy tién tri€n clia bénh. Thudc ¢ thé 1am gidm ty 16 t& vong va ngin chin tién trién
suy tim & ngudi nhdi mdu cd tim, ¢6 huyé&t dong Sn dinh.

PAC TINH DUGC PONG HQC:

Cédc esterase phan cdt phan ester cda benazepril hydroclorid (tién chat) ¢ gan tao
thanh chdt chuyén héa c6 hoat tinh 13 benazeprilat. Benazepril dugc hap thu nhanh,
nhung khong hoan toan (37%) sau khi udng (khéng bi dnh hudng bdi thic in).
Benazepril chuyén héa gin nhu hoan toan, tao thanh benazeprilat va nhitng chat lién
hgp glucuronid cia benazepril va benazeprilat, cdc chit chuyén héa nay thai trir ci
trong nudc ti€u va mat; ndng do dinh clia benazepril va benazeprilat trong huyét tuong
dat trong khodng tuong tng 0,5 gid dén 1 gid va 1 - 2 gid. Sau khi dung mot liéu don,
thdi gian tdc dung cla benazepril kéo dai khodng 24 gid. Trit & phdi, benazeprilat
khong tich lily & md. Bai ti€t trong nudc ti€u (dang chua chuyén héa): < 1%. Gin vdi
huy&t tuong: 97%. P thanh thdi: 0,3 - 0,4 ml/ phiit/ kg. Thé tich phan bd: 0,12 lit/ kg.




Ddi tugng dic biat

Suy_th@n: )Dugc dong hoc khong thay ddi & ngudi suy thdn nhe va trung binh (d6 thanh
thdi creatinin > 30 ml/ phiit) so véi ngudi ¢6 chifc ning thin binh thudng. o] bénh nhin
¢6 do thanh thdi creatinin < 30 ml/ phuit, ndng dd dinh cda benazeprllat va thdi gian
bdn thdi ban diu (pha alpha) ting, va thdi gian d€ dat trang thdi &n dinh bi kéo dai.
Khi thim phan bit diu sau 2 gid k€ tir khi udng 10 mg benazepril, khodng 6%
benazeprilat dudc loai bd sau 4 ti€ng thdm phan. Khong phét hién benazepril (dang
chua chuyén héa) trong dich thAm phan.

Suy gan (do xo gan): Dugc dong hoc clia benazeprilat khong thay ddi vé co ban.

Tré em: Tré em tf 6 - 16 tudi bi ting huy&t 4p, dang lidu hing ngay benazepril (0,1 -
0,5 mg/ kg), do thanh thdi benazeprilat 1a 0,35 L/ gld/ kg, cao hon 2 14n ngudi 16n khde
manh st dung liéu don 10 mg (0,13 L/ gid/ kg). G e vi thanh nién la 0,17 L/ gio/ kg,
cao han 27% so vdi ngudi 16n khde manh. Thoi gian bdn thdi clda benazeprilat & tré em
khodng 5 gi®, bing 1/3 so v6i & ngudi 16n.

CHI PINH:

Dung mdt minh hodc phdi hgp vdi cdc thude khac (nhu thudc 1gi ti€u thiazid) d€ diéu
tri ting huyét 4p.

Dung k&t hdp véi thudc 1gi ti€u va digitalis d& diéu tri suy tim sung huyét.

LIEU DUNG - CACH DUNG:

Thudc dugce st dung dudng udng, khong bi dnh hudng bdi thitc dn.

Tang huyét dp

Nguoi lon:

Khdi dau: U6hg 10 mg, ngay mdt lan.

Duy tri: udng 20 - 40 mg, ngay mot 1in hodc chia thanh 2 1an. C6 thé ting 1én 80 mg/
ngay neu thdy cin thi€t. Khong vugt qud 80 mg/ ngay.

D3l vdi tré tix 6 tudi trd lén: Dang bao ché khong phit hgp vdi liéu chi dinh cho tré em.
Chua ¢6 dii bing chiing vé tinh an toan va liéu khuyé&n cdo cho tré dusi 6 tudi hoic tré
¢6 do thanh thdi creatinin du6i 30 ml/ phuit.

Ghi chi: Dung liéu khdi dau 5 mg cho ngudi suy than (d6 thanh thai creatinin dusi 30
ml/ phut/ 1,73m?) hodc ngudi dang st dung thudc 1gi ti€u. TSt nha't 1a nén ngu’ng thude
1gi ti€u 2 - 3 ngay trudc khi bit ddu dung benazepril va sau d6 cho ding lai néu thdy
cin thiét d& dé phong ha huyét 4p qud mirc. Liéu duy tri khong qud 40 mg/ ngay cho
ngudi suy thin.

Suy tim sung huyét:

Dang liéu khdi ddu 2,5 mg, ngdy mot 1an, sau d6 diéu chinh liéu tuy theo ddp d@ng cia
bénh nhin t6i t6i da 20 mg mot ngay.

CHONG CHi DINH:

Man cdm v6i benazepril hodc véi bat cif thinh phin nao cla thudc. Min cim véi cic
thudc e ché enzym chuyén angiotensin khéc.

Bénh nhan ¢6 ti€n st phit mach c¢6 hodc khong c6 diéu tri vdi thudc e ché enzym
chuyén.
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CAC TRUONG HOP THAN TRONG KHI DUNG THUOC:

Thin trong véitdc phédn wng phin vé va céc tdc dung khoéng mong mudn, di ¢6 bio
¢d0.phdn @ng phan vé& véi thusc khi bénh nhan dugc thdm phan m4u vé; mang thim
phan va khi gidi min cim véj noc doc cia con tring thude b0 cdnh mang. C6 thé cin
phdi di€u tri khi c6 phd mach & mit, cic chi, moi, 1udi, thanh mén hodc thanh quin.
Phi mach & duding tiéu héa (bi€u hién 1a dau bung c6 kém theo non hoic khong) cling
c6 thé x4y ra. Theo dsi thin trong d4u hiéu cia phdn @ng ning trén da nhy hdi chirng
Stevens-Johnson.

Bénh nhan da den c6 nguy cg phlt mach nhiéu hon va hiéu qud trén huyét 4p thap so
v4i bénh nhan mau da khic.

Ciing gidng cdc thudc e ché enzym chuyén angiotensin khdc, benazepril c6 thé gay
gidm huyét 4p, dic biét trén nhitng bénh nhin gidm thé tich twan hoan hodc mat Na*
do ding thudc loi tidu 1au dai, ché dd an gidm mudi, thdm tdch m4u, tiéu chdy hoic
n6n. Gidm huyét dp c6 thé 15 trén nhifng bénh nhan suy tim sung huy&t c6 thiéu niéu
va/ hodc uré huyé€t cao, doi khi din dén suy thin cdp va t& vong. Do d6 khi ding
benazepril cho bénh nhan suy tim, cin theo d3i chat ché trong vong it nhat 2 tudn diuy
di€u tri hoic khi phéi hdp véi thudc 1¢i ti€u hoic khi thay ddi liéu cia mot trong 2
thudc nay. Khi gidm huyét dp xuat hién, cdn dit bénh nhin & tu the ndm ngira va
truyén tinh mach dung dich natri clorid 0,9%. Van ti€p tuc ding dugc benazepril khi
th€ tich mdu va tudn hoin dugc hdi phuc.

Theo ly thuyét bénh nhan hep van tim c6 nguy cd bi gidm tudi mau mach vanh khj
dung thudc gidn mach vi khong thé gidm hiu gdnh dd & dsi tugng nay.

Trong dai phiu, hodc khi gdy mé véi thugc gdy mé ha huyét 4p, thudc e che enzym
chuyén angiotensin ngan cdn tao angiotensin II sau gidi phéng renin. Pidu nay giy ha
huy€t 4p manh, ¢6 th€ hiéu chinh d& dang bing ting thé tich huyét tuong.

Benazepril ¢6 thé giy vang da va lam ting rd enzym gan, din dén hoai tit gan cip va
tif vong. Do d6, cin ding thin trong trén nhitng bénh nhan c6 bénh 1y vé gan.

Thudc e ché hé Renin-Angiotensin-Aldosteron c6 thé gay suy gidm chifc ning than,
thé hién bing sir ting thodng qua BUN va ndng d6 creatinin huyé€t thanh, dic biét trén
nhitng bénh nhin tdng huyét 4p c6 kem hep ddng mach than mot bén hodc hai bén,
bénh nhin d3 c6 suy thin tif trudc hoic dang clng thudc 19i ti€u. T4c dung nay mat di
khi ngirg ding thugc wc ché enzym chuyén va/ hoic thuéc 1gi tiu. Cin gidm sdt chat
ché chifc ning thin trong thdi gian diu didu tri bing thudc e ch& enzym chuyén ciing
nhu theo doi dinh ky sau d6. .

3 bénh nhan gidm chdc ning than don thuin hodc k&t hgp v6i bénh mo lién két, cin
theo ddi s& lwgng bach ciu trong 3 thdng dau. Can bdo cho bénh nhin phdi dén khdm
bdc sy ngay khi c6 nhiém khusn, dau hong, s6t ¢6 thé do ma't bach ciu hat. Nguy co
nay ting lén khi c6 bénh mo lién két, sit dung thudc gidm mién dich, hoic gidm chirc
ndng than.

Thudc ¢6 thé gy ting kali huyét, thin trong khi sit dung trén bénh nhan c6 cdc y&u t5
nguy cd cia ting kali huyé&t nhu d4i thio dudng, suy than, hodc dang ding cic thusc c6
thé gy ting kali huyét.

Thudc ¢6 thé gay ho khan kéo dai. Cin cin nhic nguyén nhin do thudc e ché enzym
chuyén khi chdn dodn phan biét ho.

Ch€ phim c6 chita lactose monohydrat. Bénh nhan bj bénh dj truyén hi€m gip kém
dung nap galactose, thigu hut Lapp lactase hoic réi loan hdp thu glucose-galactose
khong nén sit dung.




LAVEZZI-10 ¢¢,chta' mau oxyd sit vang, ¢6 thé giy di Wng & bénh nhin min cim.

Stt- dungcho phu nif cé thai va cho con bi:

Thoi ky mang thai

Ding thudc e ché enzym chuyén angwtensm trong ba thdng gilta va ba thdng cudi
clia thai ky gay ting ty 1€ t vong va ty 1 mdc bénh § tré sd sinh, dung thudc trong 3
thdng ddu lam ting nguy co gy di tdt cho thai. Pa c6 trudng hgp bi thi€u 61, ha huyét
4p va thi€u ni€u hoic v6 niéu & tré so sinh. Do dé, khong ding thudc e ché enzym
chuyén angiotensin trong thdi ky mang thai.

‘Thai ky cho con bi

Benazepril va benazeprilat phin bd trong sita me. Tré nhd bd sita nhin dugc dudi
0,1% li€u ding ciia me tinh theo mg/ kg benazepril va benazeprilat. C6 thé dung
benazepril trong thdi ky cho con bu.

Anh huéng ciia thudc ddi véi cdng vi¢c (ngudi vin hanh mdy mdéc, dang 14i tau xe,
ngudi lam viéc trén cao va cdc trudng hgp khéc):

Thudc c6 thé gdy ha huyét d4p, mét méi, ngd ga, y&u cd... khuyén cdo bénh nhan
khong nén thyc hién cdc cdng viéc can tap trung cao do nhu l4i xe hodc vin hanh mdy
mdéc, cho dén khi xdc dinh chic chin ddp @ng clia minh.

TUONG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC LOAI TUONG
TAC KHAC:

Thudc chdng ddi thdo duong: Ding dong thdi benazepril véi insulin hodc cdc thudc
chong ddi thdo dudng dudng udng khic c6 thé gay giam glucose huyét.

Thudc lgi tiéu: Ding benazepril cing vdi thudce 1di tiéu, c6 thé giy gidm huyé€t dp qud
muc, nhat 12 khi méi bit dau diéu tri bing benazepril. Nén ngu’ng thudc 1di ti€u 2 - 3
ngay trude khi bit ddu dung benazepril va sau d6 cho dung lai né€u thdy cin thiét.
Thudc gy ha huyét dp: Dang ddng thdi véi thudc e ch& enzym chuyén angiotensin c6
thé gdy tdc dung ha huyé&t 4p cong hgp; thudc didu tri ting huyét 4p giy gidi phéng
renin hodc dnh hudng d€n hoat dong giao cdm c6 tdc dung cong hop 16n nhat.

Thudc chdng viém khong steroid: Céc thudc chdng viém khong steroid (nhu naproxen,
phenylbutazon, mefenamic acid, indomethacin, diclofenac, ibuprofen...) ¢6 thé€ lam
gidm tdc dung ha dp cia thudc ttc ch€ enzym chuyén angiotensin do tc ché tdng hop
prostaglandin & thdn va/ hodc gy giif natri va dich.

Thudc dong (chii) v@n giao cdm: Ding ddng thdi, gdy gidm tdc dung chdng ting huyét
dp cia thudc e ché enzym chuyén angiotensin.

Thudc lam tang nong dj kali huyét: Thudc 1gi tiéu gii kali, cdc thusc b8 sung kali hoic
cdc thudc lam ting ndng dd kali huyé&t khdc khi ding cing véi benazepril ¢6 thé ting
nguy cd ting kali huyét.

Lithi: Thudc e ch€ enzym chuyén ¢6 thé lam ting ndng d6 lithi trong mdu va gay ngd
ddc lithi khi dung kém.

Vang: Phdn @ng Nitritoid (v6i triéu chiing dé bing mat, budn ndn, ndn mita va ha
huyé&t dp) c6 thé x4y ra khi tiém natri aurothiomalat trong khi diéu tri véi thudc e ché
enzym chuyén.

ThuGc chdng dong: Chua thdy twong tdc c6 4dnh hudng dén 1am sang nao giita
benazepril véi warfarin va acenocumarol.




TAC DUNG KHONG MONG MUON:
ADR ctia)benazepril thudng nhe va nhat thdi. Khong ¢6 méi lién quan gitta ADR va
tudi, thoi gian diéu tri hodc tdng liéu trong pham vi 2 - 80 mg. Khi ding benazepril,
can luu y 12 mdt thudc e ché enzym chuyén khdc, captopril da gy mat bach ciu hat,
dic biét & bénh nhin gidm chitc ning than hoidc tdn thuong mach mau trong bénh tao
keo nhu lupus ban dé lan tda hodc bénh x0 citng bi. Khong ¢é di tuf liéu dé chitng minh
benazepril khong c6 ADR nay.
Thuong gap, ADR >1/100
Hb hap: Ho nhit thdi.
Heé thin kinh trung wong: Nhitc ddu, chéng mit, mét mdi, ngl ga.
Tiéu héa: Budn nodn.
It gap, 1/1 000 <ADR < 1/100
Tim mach: Ha huyé&t 4p, nhip tim nhanh, phit mach, bi€n chitng mach mdu nio, dau
thit nguc, loan nhip tim.
Hé than kinh trung wong: Lo du, mit ngd, tinh trang kich dong, gidm ham muén tinh
duc.
Da: Ban, hoi ching Stevens - Johnson, ban d6 da dang, mun nudc, man cdm véi dnh
sdng.
NOoi ti€t va chuyén héa: Ting kali huyét.
Huy&t hoc: Mat bach cdu, gidm tiéu cau, thi€u mdu tan mdu.
Tiéu héa: Tdo bdn, viém tuy, viém da day, ndn, dai ti€n mdu den.
Gan: Vang da.
Sinh duc - niéu: Liét duong, nhiém khu&n dudng niéu, di ti€u thudng xuyén.
Than kinh - ¢d - xuong: Ting truong luc, di cdm, dau khdp, viém khdp, dau cd, y&u cd.
H6 hap: Viém ph€ quan, khé thd, viém xoang, hen.
Khdc: Ra md hdi, mét mdi, rung téc.
Huéng din cdch xit tri ADR
Ban, may day thudng mat di khi gidm li€u hodc ngiing thudc hodc dung thudc khing
histamin. Ho va vang da thudng ma' di trong vai ngdy sau khi ngitng benazepril.
Khi ¢6 phit mach kém theo sung ¢ mit, niém mac miéng, mdi va cdc chi, ngiing thudc
va khong cin cdc bién phap diéu tri khdc, mic di thudc khdng histamin ¢6 thé 1am
gidm cdc triéu ching nay. C6 thé diéu tri phd mach & 1udi, thanh mdn hoic thanh quin
nhu sau: Ngirng thudc e ch€ enzym chuyén angiotensin va cho bénh nhan vao vién,

_ tiém dudi da hoic hi€m trudng hgp phdi ti€m tinh mach adrenalin; ti€ém tinh mach

diphenhydramin hydroclorid; dung hydrocortison dudng tinh mach.

QUA LIEU VA CACH XU TRI:

Nhitng triéu chitng qud liéu 1a: Gidm huyé&t 4p nhe, nhip tim chim; ting kali huyét, suy
than c6 thé x3y ra ngay ca vdi lidu diéu tri, dic biét & ngudi c6 hep dong mach than.
Piéu tri qud liéu gdm ting thé tich huy€t tuong bing truyén dich tinh mach va dat
bénh nhan & tu th€ Trendelenburg d€ hiéu chinh sy ha huyét 4p. C6 thé loai trir lugng
nhd benazeprilat biing thAm tdch mau. Sau d6 ti€n hanh diéu tri tri€u ching va hd trg.

Piéu kién bdo quan: Ndi kho rdo, tranh dnh sdng, nhiét do khong qué 30°C.

Han diing ciia thud’c: 36 thing k€ tir ngay sdn xuat.
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San xuit tai;

CTY, TNHH DUGC PHAM PAT VI PHU

(DAVI PHARM CO., LTD.)

L6 M7A, Pudng D17, Khu CN My Phu6c 1, Phudng Théi Hoa, Thi xd Bén Cat, Tinh
Binh Duong, Viét Nam

Tel: 0650-3567689  Fax: 0650-3567688

Ngay xem xét stta d6i, cAp nhat lai ndi dung gy
\

0S. Mg Din Fhang
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