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PHAN 1. HUONG DAN SU DUNG THUOC CHO NGUOIl BENH

1.

Thanh phan, ham hrong caa thuébc

MJi vién nén bao phim LAVEZZI-5 chira:

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

T4 dugc: Cellactose 80, copovidon, natri starch glycolat, magnesi stearat, HPMC ES6, titan
dioxyd, talc, PEG 4000, polysorbat 80, dau thau dau.

Mbi vién nén bao phim LAVEZZI-10 chia:

Benazepril hydroclorid ............c.ccooneee. 10 mg

T4 duogc: Cellactose 80, copovidon, natri starch glycolat, magnesi stearat, HPMC ES6, titan
dioxyd, talc, PEG 4000, polysorbat 80, dau thau ddu, mau oxyd sat vang.

M0 ta san pham
LAVEZZI-5: Vién nén dai, bao phim mau tring, mot mat ¢ dap logo £, mat kia c6 dap
gach ngang.

LAVEZZI1-10: Vién nén hinh khién, bao phim mau vang, moét mat c6 dap logo mat
kia tron.

Quy cach dong goi: Hop 10 vi (Nh6m - Nhdém) x 10 vién.

Thudc diing cho bénh gi?

San pham LAVEZZI-5/ LAVEZZI-10 chira thanh phan chinh c6 tac dung dugc ly la

benazepril hydroclorid, mot thude diéu tri tang huyét p thuoc nhdém e ché enzym chuyén

angiotensin.

Thudc duoc st dung theo chi dinh cua bac sy dé:

- Dung mét minh hogc phéi hop véi céc thube khac (nhu thudc loi tiéu thiazid) dé diéu tri
tang huyét ap.

- Dung két hop vai thude loi tiéu va digitalis dé diéu tri suy tim sung huyét.

Nén ding thudc nay nhw thé nao va liéu hrong?

Luén dung thude chinh xac nhu hudng dan cua bac sy hodc duoc sy. Néu ban chua 1, hiy
hai lai cho chéc chan.

Thude dugc st dung dudng udng, ubng 1 1an hodc chia 2 1an mdi ngay. Thubc khdng bi
anh hudng bai thire an.

Liéu caa LAVEZZI-5/ LAVEZZI-10 phai duoc diéu chinh theo ting ngudi bénh. Bac sy s&
diéu chinh liéu thép nhit ma van dat hiéu qua ddi véi ban. Tuy theo dap tng cua ban véi
thudc, béac DA thé giam hoic tang lidu. Khong duoc dung qué lidu chi dinh, khong tu y
thay di lidu khi chua dugc sy ddng y cua bac sy.
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Ting huyét &p:

Khei dau: Uong 10 mg, ngay mét lan.

Duy tri: Udng 20 - 40 ' mg. Khong vuot qua 80 mg/ ngay.

Tré em: Dang bao ché khdng pht hop vai liéu chi dinh cho tré em.
Ngwoi suy thgn:

Liéu khoi dau 5 mg.

Duy tri: Khong vuot qué 40 mg/ ngay.

Suy tim sung huyét:

Dung liéu khoi dau 2,5 mg, toi da 20 mg/ ngay.

Khi nao khong nén dung thuéc nay?

Khéng nén dung thudc nay néu ban man cam véi benazepril hydroclorid hoic véi bt cir
thanh phan nao cua thudc.

Man cam véi cac thudc uc ché enzym chuyen angiotensin khac.

D3 ting bi phi mach ¢6 hoic khong co diéu tri véi thudce e ché enzym chuyén.

Tac dung khong mong mudn

Nhu cac thudc khac, LAVEZZI-5/ LAVEZZI-10 c6 thé gay tac dung khdng mong muén,
nhung khong phai ai cling gap phai.

Ngwng ding thuéc va lién hé trung tAm y té gan nhat néu ban gap cac phan ing sau:

Phan u:ng di ung, phu mach: Kho tho, kho khe, ngira ngay, phat ban, sung phu ¢ mat, cac
chi, mdi, ludi. Cac phan ung di ¢tng nay hiém gap khi su dung thudc.

Dot quy: Té, ngua ran, suy yeu mot bén co thé, thay ddi thi hre, kho khan khi noi chuyén,
di lai hoac giir thang bang, 10 1an va dau dau nghiém trong.

Con dau tim: Con dau ngyc dét ngét, nhip tim nhanh hogc bat thuong, thé ngan.

Phan ng qua man trén da nang - hoi chiing Stevens-Johnson: May day, do da, phdng rop,
trot da & moi, mt hodc mi¢ng, troc da, sbt.

Lién hé trung tam y té gan nhdt néu ban gdp cac phan ing sau:

Tang kali huyét: Nhip tim bat thuong, yeu O va cam thay khong khoe.

Viém tuy Dau bung kéo dai va dau nhiéu hon khi nam, nén, buon nén.

Thiéu mau: Mét moi, ué oai, suy yeu hoi thé ngan.

Giam tiéu Cau Bam tim, chay mau khong rd nguyén nhan, suy yeu va mét moi.

R&i loan Ve gan: Vang da hogc mét, nude tiéu dam mau, ndn, budn ndn, giam thém an.

R4i loan vé than: Di tiéu nhiéu/ it, nén, budn ndn, phu chi, mét moi.

R&i loan hé ho hip: Tha ngan, kho khe, khé tho.

Mat bach cau: Lam ban d& bi nhiém triung hon, néu phat hién nhitng triéu chttng nhu nhiém
khuan, sét, viém, dau hong lién hé ngay vai trung tdm y té gan nhat.

Céc tac dung khéng mong mugn khéac:

Thirong gap: Ho nhat thoi; Nhirc dau, chdng mat, mét moi, ngu ga; Budn ndn.

it gap: Ha huyét 4p, nhip tim nhanh, loan nhip tim; Lo au, mat ngu, tinh trang kich dong,
giam ham muon tinh duc; Ban, ban d6 da dang, mun nu6c, man cam véi anh sang; Tao
bon, viém da day, non, dal tién mau den; Liét duong, nhiém khuan duong nigu, di tiéu
thudng xuyén; Tang trwong lyc, di cam, dau khép, viém khop, dau co, yéu co; Ra md hdi,
mét moi, rung téc.

Thudc c6 thé gay ra cac tac dung khéng mong musn khac. Théng bao cho bac sy nhing tac
dung khdng mong muén gap phai khi si dung thuac.

Nén tranh dung nhiing thudc hoic thue phﬁm gi khi dang sir dung thudc nay?

Mot s6 thudc c6 thé trong téc voi benazepril nén phai thong béo cho bac sy hodc dugc sy
cuia ban vé tat ca cac loai thuéc ma ban dang sir dung, bao gom ca céc thudc ké don hoic
khong ké don, cac vitamin hoac thudc tir duoc liéu.

Cac thuoc co thé firong tac véi benazepril

- Thudc chdng dai thao duong.

- Thubc loi tiéu.
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10.

11.

12.

13.

- Céc thudc gay ha huyét ap khéc.

- Thuéc chéng viém khong steroid nhu: Naproxen, phenylbutazon, mefenamic acid,
indomethacin, diclofenac, ibuprofen...

- Thudc ddng (chu) van giao cam.

- Thubc lam tang noéng do natri trong mau: Thudc loi tiéu gitr kali, cac thudc bo sung Kali
hoac cac thudc lam tang ndng do kali huyét khac.

- Lithi.

- Natri aurothiomalat.

- Thuéc ghépg dong (warfarin, acenocoumarol).

Ban c6 thé uong thuoc nay cung hoac khdng cung thire an.

Can lam gi khi mdt lin quén khong dung thubc?

Néu ban quen khong ding 1 lidu, nén uong lidu d6 ngay khi co thé. Néu thoi diém nhé ra
da ngay gan thoi diem dung IIeu thUOC tiép theo, khong ding liéu da quén ma dung thudc
theo duing lich trinh cii. Khong udng gap doi liéu.

Cin bao quan thudc nay nhw thé nao? )

Gitr thuoc trong bao bi goc cta nha san xuat, day Kin. .

beé thuoc noi kho rao, tranh anh sang, nhiét d6 khéng qua 30°C, va ngoai tam véi caa tré
em.

Khéng st dung thudc sau ngay hét han ghi trén bao bi (hop va vi thuc).

Nhirng diu hi¢u va tridu chirng khi dung thudc qua lidu

Dung thudc chinh xac nhu huéng dan caa bac sy. Néu vo y dung qua lidu, ban co thé bi:
Giam huyét ap nhe, nhip tim cham; Tang kali huyét, suy than. Néu ban dung thuéc nhiéu
hon chi dan, ngung dung thudc va lién lac ngay voi bac sy hoac trung tam y té gan nhat.

Can phai lam gi khi dung thudc qua liéu khuyén cao?

Ngung dung thudc va lién lac ngay véi bac sy hoac trung tam y té gan nhat.

Mang theo vién thudc cling voi bao bi dé bac sy biét ban di udng thudc gi va co bién phap
xt ly kip thoi.

Nhirng diéu can than trong khi ding thuéc nay

Trudc va trong khi dung thudc nay, théng bao cho bac sy néu ban cé nhwng vdn dé sau:

- Ban bi di tng voi benazepril hoic véi bat ky thuc chdng ting huyét 4p nao khac.

- Ban d3 ting bi phil mach: Sung phu & mit, cac chi, méi, ludi, c6 hong.

- Ban phai chay than nhan tao. )

- Ban sap dung thudc giai man cam do vét can cua ong.

- Ban 1a ngudi da den, do thudc anh hudng 1én nguoi da den khac véi cac chang toc khéc.

- Bénh tim mach, hep van tim.

- Bi mét nuéc (c6 thé do tiéu chay, ndn, mira, chay mau, dung thudc loi tiéu, tham tach
mau, ché do an it mudi).

- Chuan bi thuc hién phau thuat.

- Ban bi bénh lién quan dén gan.

- Bénh than.

- Bi tang kali huyét, hoic dang dung thudc co thé gay tang kali huyét.

- Bénh dai thao duong.

- CO6 triéu chung nhu nhiém khuan, sét, viém, dau hong khi diing, can thong bao ngay cho
bac sy vi d6 co thé la dau hiéu cua mat bach cau hat, dac biét khi ban bi bénh mé lién
két, str dung thuéc giam mién dich, hodc bi giam chirc nang gan than.

- Thuéc c6 thé gay ho khan kéo dai.

LAVEZZI 5/ LAVEZZI-10 c6 chua lactose. Néu ban khong dung nap mét loai dudng nao

do6, hay thong bdo cho béc sy. w

LAVEZZI-5/ LAVEZZI-10 c6 chira polysorbat 80 c6 thé gay di wng va chira dau thau dau

c6 thé gay dau bung, tiéu chay.
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Dung thugc cho tré em

Khong dung thudc nay cho tré em dudi 18 tudi.

Phu niz mang thai hogc cho con bu

Néu ban dang mang thai, hodc nghi ring minh dang mang thai, hoac du dinh c6 thai, hay
hoi y kién bac sy hodc dugc sy trudc khi dung thudc. Khong dung thudc trong thoi ky
mang thai.

Ban dang cho con bu, hay hoi y kién béac sy hoic dugc sy trude khi dung thude.

Lai xe va vdn hanh may méc

Thudc c6 thé gay ha huyét ap, mét moi, ngi ga, yéu co... khong nén thyc hién céc cong
viéc can tap trung cao d6 nhu lai xe hoic van hanh may moéc, cho dén khi xac dinh chic
chan dap (ng caa minh.

14. Khi nao can tham van bac s§, dugc sj?
Neéu can thém thong tin xin hoi y kién bac sy hoac dugc sy.

15. Han dung caa thuéc: 36 thang ké tr ngdy  san  Xuat.
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PHAN 2. HUONG DAN SU DUNG THUOC CHO CANBOQ Y TE

1.

PAC TiNH DUQC LUC HQC

Nhém dugc ly: Thudc tc ché enzym chuyén angiotensin. Ma ATC: CO9AAOQ7.

Benazepril la dang ethylester cua benazeprilat chua c6 tic dung. Khi vao co thé benazepril
bi thuy phan ¢ gan dé tao thanh benazeprilat wc ché dugc enzym chuyén angiotensin, @c
ché bradykininase va kininase I1.

Benazepril c6 tac dung gidn mach, giam suc can ngoai vi, ha huyét 4p do uc ché chuyén
angiotensin | thanh angiotensin 11, 12 chat co mach manh, kich thich tong hop va bai tiét
aldosteron va la yéu t6 tang sinh d6i véi tim (gay phi dai co tim).

Benazepril con lam giam thodi giang bradykinin, mot chat gay gian mach truc tiép va co
lién quan dén su tao thanh prostaglandin. Day co thé 1a 1y do cac thudc &c ché enzym
chuyén c6 tac dung ngay ca dbi voi nhu’ng trudng horp c6 ndng do renin thap.

Thudc e ché enzym chuyén 1am giam tién ganh va hau ganh ¢ nhitng bénh nhan suy tim,
lam giam tai cAu tric that trai, mot hau qua thuong thay sau nhdi méu co tim, do d6 hiéu
qua trong diéu tri suy tim sung huyet ké ca suy tim sau nhdi mau.

Céc thuoc uc che enzym chuyén angiotensin con 1am giam protein niéu trén nhiing bénh
nhan cé bénh cau than.

Cac thuoc \ic ché enzym chuyén dugc dung dé diéu tri tang huyet ap, suy tim, cai thién ty
Ié song sot do nhdi mau co tim, ciing nhu phong cac bién ¢ tim mach trén bénh nhan c6
c4c yéu té nguy co. Thuoc cling dugc dung trong bénh than do déi thio duong va thuong
duoc dung & duorng UOng O mot sb bénh nhan c6 thé gap tinh trang tut huyet ap khi mai
bat dau diéu tri, vi thé lidu dau tién nén dugc uong ¢ tu the nam. Néu cé thé, nén nging cac
lieu phép loi tiéu trugc va sau khi dung thudc néu can thiét. V&i nhirng bénh nhan suy tim
dang dung thudc loi tiéu quai, hién tuong giam huyét &p liéu dau nghiém trong thuong xay
ra khi dung phol horp v6i mot thude e ché enzym chuyén anglotensm Tuy nhién, ngu:ng
tam thoi thudc loi tiéu c6 thé gay phi phdi cap tra lai. Chinh vi vy, diéu tri bang thudc uc
ché enzym chuyén trong nhimng trudng hop nay nén bat dau bang liéu thap va can duogc
giam sat chat ché.

Tac dung diéu trj tang huyét ap: Thube lam giam sirc can dong mach ngoai vi va khdng tac
dong Ién cung luong tim. Tu6i mau ¢ than dugc duy tri hodc tang 1én va muc loc cau than
thuong khong thay doi. Néu gap ha ap nhanh ¢ b¢nh nhan ting huyét ap rat cao va kéo dai,
muc loc cua cau than co thé giam nhat thoi, dan dén ting nhat thoi creatinin va uré trong
huyét thanh. G bénh nhan c6 kém theo phi dai thm thét trai, diéu tri véi thudc G ché enzym
chuyén angiotensin trong vong 2 - 3 thang thi kich thudc tim bénh nhan c6 thé tr& vé binh
thuong.

Téc dung trén bénh nhan suy tim: Trong suy tim, thudc uc ché enzym chuyén lam giam ap
luc d6 day (tién ganh), giam sic can dong mach ngoai vi, lam ting cung luong va kha nang
hoat dong cta tim. Nhiing tac dung nay dén nhanh sau kh| bit dau diéu tri. Luu lwong méu
& than co thé tang t61 60%. Thubc e ché enzym chuyén c6 thé lam giam bénh co tim, vi
angiotensin I 1a yéu t6 tang sinh chinh cta co tim.

Thuoc trc ché enzym chuyén angiotensin c6 tac dung t6t & nguoi suy tim cd bénh co tim va
rbi loan chirc nang tam thu that trai. Tru khi co chong chi dinh, thubc &c ché enzym chuyen
anglotensm c6 thé dung cho tat ca nhitng nguoi €6 suy tam thu that trai (phan suit tong
mau < 35%). Su ¢ che enzym chuyén angiotensin & nhung nguoi nay co thé ngan ngua
hoac 1am cham tién trién suy tim, 1am giam ty Ié dot tir va nhdi mau co tim. Trong rdi loan
chire ning taim thu, thudc wc ché enzym chuyén angiotensin c0 thé 1am giam stc can cua
mach ngoai vi (hau ganh), huyét 40 mao mach phoi (tlen ganh), va stcc can cua mach mau
phoi, va lam tang cung lu(_mg tim va ting dung nap véi hoat dong thé lyc. Thube ciing 1am
giam gidn tdm that va c¢d chiéu huéng phuc héi tim tro vé hinh dang binh thuong.

Tac dung trén nguoi ¢ bénh thdn do dai thao duong: O nguoi dai thdo du’ong, thudc e
che enzym chuyen anglotensm lam giam bai tiét protein trong nude tleu va lam cham su
tién trién cua bénh. Thudc cé thé lam glam ty 1& tr vong va ngan chan tién trién suy tim ¢
ngudi Nhoi mau co tim, c¢6 huyét dong o6n dinh.
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PAC TiNH DUQC PONG HOQC:

Céc esterase phan cat phan ester ciia benazepril hydroclorid (tién chat) ¢ gan tao thanh chét
chuyén héa c6 hoat tinh la benazeprilat. Benazepril dugc hép thu nhanh, nhung khong hoan
toan (37%) sau khi udng (khdng bi anh hudng boi thire in). Benazepril chuyén héa gan nhu
hoan toan, tao thanh benazeprilat va nhiing chat lién hop glucuronld cua benazepril va
benazeprilat, cac chat chuyén hoa nay thai trir c4 trong nudc tiéu va mat; Nong dé dinh cua
benazeprll va benazeprilat trong huyet twong dat trong khoang twong @ng 0,5 gio dén 1 giod
va 1 - 2 gio. Sau khi dung maét liéu don, thoi gian tac dung cua benazepril kéo dai khoang
24 gio. Trir & phoi, benazeprilat khong tich lily & md. Bai tiét trong nudc tiéu (dang chua
chuyén héa): < 1%. Gan véi huyét tvong: 97%. D¢ thanh thai: 0,3 - 0,4 mL/ phit/ kg. Thé
tich phén bo: 0,12 L/ kg.

Poi twgng dic biét

Suy thdn: Duoc dong hoc khong thay doi & nguoi suy than nhe va trung binh (d¢ thanh thai
creatinin > 30 mL/ phat) so véi ngudi ¢ chirc ning than binh thuong. O bénh nhén c6 do
thanh thai creatinin < 30 mL/ phut néng do dinh cua benazeprilat va thoi gian ban thai ban
dau (pha alpha) tang, va thoi gian dé dat trang thai 6n dinh bi kéo dai. Khi tham phan bét
dau sau 2 gio ké tir khi udng 10 mg benazepril, khoang 6% benazeprilat duoc loai bo sau 4
tiéng tham phan. Khong phét hién benazepril (dang chua chuyén hoa) trong dich tham
phan.

Suy gan (do xo gan): Duge dong hoc cla benazeprllat khong thay ddi vé co ban.

Tré em: Tré em tir 6 - 16 tudi b ting huyét ap, dung liéu hing ngay benazeprll (01-05
mg/ kg), do thanh thai benazeprilat 1a 0,35 L/ gio/ kg, cao hon 2 lan ngudi 16n khoe manh
str dung lidu don 10 mg (0,13 L/ gid/ kg). O tré vi thanh nién 14 0,17 L/ gid/ kg, cao hon
27% so vaoi nguoi 16n khoe manh. Thoi gian ban thai caa benazeprilat ¢ tré em khoang 5
gio, bang 1/3 so véi & ngudi lon.

CHI PINH:

Dung mot minh hodc phéi hop vai cac thude khac (nhu thudc lgi tiéu thiazid) dé diéu tri
tang huyét ap.

Dung két hop vai thubce loi tiéu va digitalis dé diéu tri suy tim sung huyét

LIEU DUNG - CACH DUNG:

Thude duoc st dung duong udng, khdng bi anh huang bai thic an.

Ting huyét ap

Nguoi lon:

Khoi dau: Uong 10 mg, ngay mot lan.

Duy tri: Uéng 20 - 40 mg, ngay mot lan hozc chia thanh 2 1an. C6 thé tang 1én 80 mg/ ngay
neu thdy can thiét. Khong vuot qua 80 mg/ ngay.

Poi Vi tré tir 6 tudi tro Ién: Dang bao ché khong phu hop véi lidu chi dinh cho tr¢ em.
Chua c6 du bang ching vé tinh an toan va liéu khuyén co cho tré duéi 6 tuoi hoac tré co
do thanh thai creatinin dudi 30 mL/ phat.

Ghi chti: Dung liéu khéi dau 5 mg cho ngudi suy than (d¢ thanh thai creatinin dudi 30 mL/
phat/ 1,73 m?) hodc ngudi dang str dung thude loi tiéu. Tt nhat 13 nén ngirng thUOc loi tiéu
2 - 3 ngay trude khi bat dau dung benazepril va sau d6 cho dung lai néu thay can thiét dé dé
phong ha huyét &p qua muc. Lidu duy tri khong qua 40 mg/ ngay cho ngudi suy than.

Suy tim sung huyét:

Dung liéu khoi dau 2,5 mg, ngay maét lan, sau d6 diéu chinh lidu tuy theo dap (g cua bénh
nhan t6i toi da 20 mg mot ngay.

CHONG CHI PINH:

M3n cam véi benazepril hoic vai bt cir thanh phan nao caa thue. Man cam véi cac thude
rc ché enzym chuyén angiotensin khac.

Bénh nhan ¢ tién st phi mach cd hoic khong c6 diéu tri vai thude te ché enzym chuyén.

CANH BAO VA THAN TRONG KHI DUNG THUOC:
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Than trong véi cac phan ung phan vé va cac tac dung khdng mong muén, di c6 bao cao
phan &ng phan vé véi thudc khi bénh nhan duoc thim phan méau véi mang tham phan va
khi giai man cam véi noc doc cua con tring thudc bd canh mang. Co thé can phai diéu tri
khi ¢ phu mach & mat, cac chi, méi, ludi, thanh mdn hoac thanh quan. Phu mach ¢ duong
tiéu hoa (biéu hién 1a dau bung c6 kém theo ndn hoic khong) ciing c6 thé xay ra. Theo ddi
than trong dau hiéu caa phan tng ning trén da nhu hoi chung Stevens-Johnson.

Bénh nhan da den c6 nguy co phit mach nhiéu hon va hiéu qua trén huyét ap thip so Vi
bénh nhan mau da khac.

Cling glong cac thudc ac ché enzym chuyen angiotensin khac, benazepril co thé gay giam
huyét ap, dac bi¢t trén nhitng bénh nhan giam thé tich tuan hoan hoic mat Na* do dung
thudc loi tiéu 1au dai, ché d6 an giam mudi, tham tach mau, tiéu chay hoic ndn. Giam huyét
&p c6 thé rd trén nhitng bénh nhan suy tim sung huyét cé thiu niéu va/ hoic uré huyét cao,
doi khi dan dén suy than cap va tur vong. Do d6 khi dung benazepril cho bénh nhan suy tim,
can theo ddi chat ché trong vong it nhat 2 tuan dau dicu tri hodc khi phoi hop veéi thuoc loi
tieu hodc khi thay doi lieu caa mot trong 2 thuoc nay. Khi giam huyét ap xuat hién, can dat
bénh nhan & tu thé nam ngtra va truyén tinh mach dung dich natri clorid 0,9%. Van tiép tuc
dung duoc benazepril khi thé tich mau va tuan hoan duoc hdi phuc.

Theo Iy thuyét bénh nhan hep van tim c6 nguy co bi giam twéi mau mach vanh khi dung
thudc gidn mach vi khéng thé glam hau ganh du ¢ dbi tuong nay.

Trong dai phau, hoic khi gdy mé voi thudc gdy mé ha huyét ap, thUOc ric ché enzym
Chuyen anglotensm ngdn can tao angiotensin Il sau giai phong renin. Diéu nay gay ha huyét
&p manh, c6 thé hiéu chinh dé& dang bang ting thé tich huyét tuong.

Benazepril ¢ thé gdy vang da va lam ting rd enzym gan, ddn dén hoai tir gan cp va tor
vong. Do d6, can dung than trong trén nhitng bénh nhan c6 bénh 1y vé gan.

Thudc e ché hé Renin-Angiotensin-Aldosteron ¢ thé gay suy giam chirc ning than, thé
hién bang sy ting thoang qua BUN va ndng do creatinin huyét thanh, dic biét trén nhing
bénh nhan ting huyét 4p c6 kém hep dong mach than mot bén hoac hgi bén, bénh nhan da
c6 suy than tir trudc hodc dung cung thuoc loi tieu. Tac dung nay mat di khi ngurng dung
thudc tc ché enzym chuyen va/ hoac thudc loi tiéu. Can giam sat chat ché chirc nang than
trong thoi gian dau diéu tri bang thudc e ché enzym chuyén ciing nhu theo ddi dinh ky sau
do.

O bénh nhan giam chirc ndng than don thuan hodc két hop véi bénh md lién két, can theo
doi sb luong bach cau trong 3 thang dau Can béo cho b¢nh nhan phai dén kham béc sy
ngay khi c6 nhidm khuan, dau hong, st c6 thé do mat bach cau hat. Nguy co nay ting 1én
khi c6 bénh mo lién két, s dung thudc giam mién dich, hoic giam chie nang than.

Thudc c6 thé gay tang kali huyét, than trong khi st dung trén bénh nhan c6 cac yeu t6 nguy
co cua tang kali huyét nhu dai thao duong, suy than, hodc dang dung cac thudc cd thé gay
tang kali huyét.

Thudc c6 thé gay ho khan kéo dai. Can can nhic nguyén nhan do thudc uc ché enzym
chuyén khi chan doan phan biét ho.

LAVEZZI-5/ LAVEZZI-10 c6 chtra lactose monohydrat. Bénh nhan bi bénh di truyén hiém
gap kém dung nap galactose, thiéu hut Lapp lactase hoac réi loan hap thu glucose-galactose
khong nén st dung.

LAVEZZI-5/ LAVEZZI-10 c6 chtra polysorbat 80 c6 thé gy di tng va chaa dau thau dau
c6 thé gay dau bung, tiéu chay.

SU DUNG CHO PHU NU €O THAI VA CHO CON BU:

Thoi Ky mang thai

Dung thudc e ché enzym chuyén angiotensin trong ba thang giira va ba thang cudi cua thai
ky gy tang ty I¢ t vong va ty I¢ mac bénh & tré so sinh, dung thude trong 3 thang dau lam
tang nguy co gy di tat cho thai. Ba co truong hop bi thiéu i, ha huyét ap va thiéu niéu
hoac vo niéu ¢ tré so sinh. Do d6, khong dung thubc Gc ché enzym chuyén angiotensin
trong thoi ky mang thai.

Theoi ky cho con ba
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Benazepril va benazeprilat phan bo trong sita me. Tré nhé bu sita nhan duge dudi 0,1% licu
dung cua me tinh theo mg/ kg benazepril va benazeprilat. C6 thé dung benazepril trong thoi
ky cho con bu

ANH HUONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC:

Thudc c6 thé gay ha huyet &p, mét moi, ngu ga, yéu co... khuyén cao bénh nhan khdng nén
thuc hign cac cdng viéc can tap trung cao do nhu 1ai xe hodc van hanh may moc, cho dén
khi x4c dinh chac chin dap tng cia minh.

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

Thudc chéng ddi thdo dwong: Diing déng thoi benazepril véi insulin hoic céac thuc chéng
dai thio duong duong uong khéc co thé gay giam glucose huyét

Thudc lgi tiéu: Dung benazepril cing véi thudc loi tiéu, c6 thé gay giam huyet ap qua muc,
nhat 1a khi méi bat dau diéu tri bang benazepril. Nén ngung thuoc loi tiéu 2 - 3 ngay trudc
khi bét dau dung benazeprll va sau do cho dung lai néu thay can thiét.

Thudc gay ha huyét ap: Dung dong thoi voi thUOc tic ché enzym chuyen angiotensin c6 thé
gay tac dung ha huyét ap cong hop; Thude diéu tri ting huyét ap gay giai phong renin hogc
anh hudng dén hoat dong giao cam ¢ tac dung cong hop I6n nhat.

Thudc chong viém khong steroid: Cac thudc chong viém khong steroid (nhu: naproxen,
phenylbutazon, mefenamic acid, indomethacin, diclofenac, ibuprofen...) c6 thé lam giam
tac dung ha ap cua thubc wc ché enzym chuyén angiotensin do @c ché tong hop
prostaglandin ¢ than va/ hoac gay gitr natri va dich.

Thude dong (chi) van giao cam: Dung dong thoi, gay giam tac dung chéng ting huyét ap
cua thudc tc ché enzym chuyén angiotensin.

Thuéc lam ting nong do kali huyet Thuéc loi tiéu glu kali, cac thudc bo sung kali hoac cac
thudc 1am tang nong do kali huyét khéac khi ding cling véi benazepril c6 thé ting nguy co
tang kali huyét.

Lithi: Thudc tc ché enzym chuyén c6 thé 1am ting ndng d¢ lithi trong mau va gy ngo doc
lithi khi dang kem.

Vang: Phan tng Nitritoid (v6i triéu chimg do bung mat, budn nén, nén mua va ha huyét
ap) co6 thé xay ra khi tiém natri aurothiomalat trong khi diéu tri véi thubc @c ché enzym
chuyeén.

Thudc chong déng: Chua thiy twong tac co anh hudng dén 1am sang nao giita benazepril
véi warfarin va acenocumarol.

TAC DUNG KHONG MONG MUON:

ADR cuia benazepril thuong nhe va nhat thoi. Khdng c¢6 méi lién quan giita ADR va tudi,
thoi gian diéu tri hodc tong liéu trong pham vi 2 - 80 mg. Khi ding benazepril, can luu y 1a
mét thudc wc ché enzym chuyén khéc, captopril da gay mat bach cau hat, dac biét & bénh
nhan giam chirc ning than hoic ton thuong mach mau trong bénh tao keo nhu lupus ban do
lan téa hoic bénh xo cimg bi. Khong co du tu liéu dé chung minh benazepril khong co
ADR nay.

Thuong gap, ADR > 1/100

H6 hap: Ho nhat thoi.

Hé than kinh trung wong: Nhirc dau, chéng mat, mét moi, ngu ga.

Tiéu hoa: Budn non.

it géip, 1/1 000 < ADR < 1/100

Tim mach: Ha huyét &p, nhip tim nhanh, pht mach, bién ching mach mau néo, dau thét
nguc, loan nhip tim.

Hé than kinh trung wong: Lo au, mat nga, tinh trang kich dong, giam ham mudn tinh duc.
Da: Ban, hoi chitng Stevens-Johnson, ban d6 da dang, mun nuéc, man cam véi anh sang.
Noi tiét va chuyén hoa: Tang kali huyét.

Huyét hoc: Mat bach cau, giam tiéu cau, thiéu mau tan mau.

Tiéu hda: Tao bon, viém tuy, viém da day, non, dai tién mau den.
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Gan: Vang da. »

Sinh duc - niéu: Liét dwong, nhim khuan duong niéu, di tiéu thu:ong Xuyeén.

Than kinh - co - xuong: Tang truong luc, di cam, dau khép, viém khép, dau co, yéu co.

Ho hap: Viém phé quan, khd thé, viém xoang, hen.

Khéac: Ra mé hoi, mét moi, rung toc.

Hwéng dan cach xir tri ADR

Ban, may day thuong mat di khi giam lieu hoic ngung thubc hoic dung thudc khang
histamin. Ho va vang da thuong mat di trong vai ngay sau khi ngung benazepril.

Khi c6 pht mach kem theo sung & mat, niem mac mi¢ng, moi va cac chi, ngung thudc va
khdng can céac bién phap diéu tri khac, mic d thudc khang histamin co thé lam giam cac
trigu chung nay. C6 the diéu tri phu mach ¢ ludi, thanh mon hodc thanh quan nhu sau:
Ngung thudc e ché enzym chuyén angiotensin va cho bénh nhan vao vién, tiém dudi da
hoac hiém truong hop phai tiém tinh mach adrenalin; Tiém tinh mach diphenhydramin
hydroclorid; Dfmg hydrocortison duong tinh mach.

Thudc c6 thé gay ra cac tac dung khdng mong musn khac. Can theo ddi chat ché va khuyén
c40 bénh nhan théng bao cho bac sy nhiing tac dung khong mong muén gap phdi khi si
dung thuac.

9. QUALIEUVA XU TRI: , ,
Nhung triéu ching qua licu 1a: Giam huyét ap nhe, nhip tim cham; Tang kali huyét, suy
than co thé Xay rangay ca véi lidu diéu tri, dac biét & nguoi ¢0 hep dong mach than.

Diéu tri qua liéu gom ting thé tich huyét twong bang truyen dich tinh mach va dat bénh
nhan ¢ tu the‘ Trendelenburg dé hiéu chmh su ha huyet &p. CO thé Ioal~ trir lwgng nho
benazeprilat bang tham tach mau. Sau do tién hanh diéu tri triéu chitng va ho tro

10. CAC DAU HIEU CAN LUU Y VA KHUYEN CAO: Khong dung qua liéu chi dinh.

Diéu kién bao quan: Noi kho rdo, tranh anh sang, nhiét do khdng qua 30°C.
Han ding ciia thudc: 36 thang ke tir ngay san xuat.
11. TEN, PIA CHI VA BIEU TUQNG CUA CO SO SAN XUAT:
San xuat tai:
DAVIPHARM
CONG TY CO PHAN DUQC PHAM PAT VI PHU
(DAVIPHARM) ,
L6 M7A, Buong D17, Khu Céng nghiép My Phudéc 1, Phuong Théi Hoa, Thi x8 Bén Cét,
Tinh Binh Duong, Viét Nam
Tel: 0274.3567.687 Fax: 0274.3567.688

12. NGAY XEM XET SUA POI, CAP NHAT LAl NOI DUNG HUONG DAN SU DUNG
THUOC: 02/10/2019

Tén san pham: LAVEZZI1-10

M4 sb toa: 0404.T1

Kiém soat stra doi:

- Chuyén file in theo mau nhan Cuc Quan 1y Duoc cip
- Chuyén mé toa tir TOA376ABB sang 0404.T1 theo SOP Q.DK.1003

Nhan vién thiét ké:
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