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Nhan hdp vién Vindopril 10 vi. Kich thuéc: 120 mm X 60 mm X 50 mm.
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Vindopril

Perindopril tert-butylamin 4 mg
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Bao guan: Noi khd réo, nhiét d& dusi 30°C, trénh anh sang.
TIEU CHUAN: TCCS.
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Miu to hwdong dén si dung vién nén Vindopril

; VINDOPRIL
'mot vién chira:
ST e . :
Perindopril fert butylamin (Perindopril erbumin).............coooeiiininnnn 4 mg

Ta duege (lactose, tinh bt ngd, avicel PH 101, magnesi stearat, talc, aerosil) vd 1 vién

Dang bao ché: Vién nén
Déng géi: Hop 3 vi x 10 vién nén, Hop 10 vi x 10 vién nén
Duwoc dong hoc

Sau khi uéng, perindopril dugc hip thu nhanh va chuyén héa manh, chi yéu & gan thanh
perindoprilat cé hoat tinh va mot s6 chét chuyén héa khong c6 hoat tinh gom céc glucuronid (sinh
kha dung 65-75%). Khoang 20% dugc bién dbi thanh perindoprilat. Perindoprilat it gan ket voi
protein huyét twong, dudi 30%. Thuc an lam giam chuyén héa perindopril thanh perindoprilat,
lam giam sinh kha dung ctia thuéc. Do dé, thube phai uéng mot 1an vao budi sang trude khi an.
Néng d6 dinh trong huyét twong cua perindoprilat dat duoc 3-4 gio sau khi ubng. Perindoprilat
duoc thai trir qua nudc tidu va thoi gian bén thai phn thude tu do 1a 3 dén 5 gid. Su phan ly
perindoprilat gan véi enzym chuyén dbi angiotensin tao ra thoi gian ban thai “hi¢u dung” la 25
gity dé dat trang thai on dinh trong 4 ngay. Khong thay hién twong tich lily perindopril sau khi
dung lidu lap lai.

O ngudi cao tudi, ngudi suy tim sung huyét, ngudi suy than, perindoprilat thai trir chdm
hon. Viéc chinh lidu cdn dua vao do thanh thai creatinin. Dy thanh thai thim phéan cua
perindoprilat 1a 70 ml/ phut.

Duoc dong hoc cua perindopril thay d6i & nguoi bi xo gan, thanh thai thudc me & gan bi
giam mot nira. Tuy vy, luong perindoprilat tao thanh khong giam, do d6 khong can phai diéu
chinh lidu.

Duwoc luce hoc

Perindopril 1a thudc e ché enzym chuyén dbi angiotensin (ACE), tac dung thong qua hoat
tinh ctia chat chuyén hoa perindoprilat. ACE la chat gdy co mach va thic day té bao co tron mach
méu va co tim tang truong, dong thoi ACE gdy giang héa bradykinin la chét lam gy gidn mach.
Perindopril gy trc ché ACE, lam giam angiotensin II trong huyét trong, din dén tang hoat tinh
renin trong huyét tvong, dan dén giam tiét aldosteron, lam giam gii¥ natri va tang giit kali trong co
thé. Thube trc ché ACE lam tang hoat tinh cta hé théng kallikrein-Kinin tai chd va trong tuan
hoan, d4n dén hoat hoa hé théng prostaglandin. Co ché nay ciing g6p phan lam giam huyét ap cta
thudc. Tuy nhién, do ACE lam bét hoat bradykinin, nén thube e ché ACE lam tang hoat tinh
bradykinin va gay phan ung ho.

O nguoi tang huyét ap: thudc 1am giam huyét 4p bang cach lam giam stc can ngoai vi toan
than, do do luu lwong mau ngoai vi tang ma khong tac dong dén tan s tim. Thubc gay gidn dong
mach, c¢6 thé ca tinh mach. Huyét 4p tr& lai binh thuong khi didu tri 1 thang va van 6n dinh
khong vuot qué tac dung didu tri khi diéu tri lau dai. Tac dung thudce duoc duy tri sudt 24h khi
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khon\hlm thay d6i chirc nang than hoac kali mau. Thuoc khong lam thay d6i dung nap glucose

ndng d9 acid uric hoic cholesterol méu.

O bénh nhan c6 bénh tim thiéu mau cuc bd man tinh (dau thit nguc 6n dinh) chua ¢ déu
hiéu 1dm sang cua suy tim, thir nghiém lam sang cho thdy sir dung perindopril lam giam duoc
nguy co gip cac bién cb tim mach trén cac bénh nhan nay.

Chi dinh
- Tang huyét ap
- Suy tim sung huyét
- Bénh tim thiéu méu cuc bd man tinh (dau thit nguc on dinh)
Liéu ding - cdch ding:
Ubng 1 lan vao budi sang, trudce bita dn
Diéu tri tang huyét dap:
+ Ubng 4 mg perindopril erbumin/ 1in vao bubi sang, néu can sau 1 thang didu tri c6 thé ting
1én ubng 8 mg/lan
+ Dbi voi ngudi cao tudi, nén bét dau véi lidu 2 mg, ubng budi sang, néu can sau 1 thang diéu
tri ¢6 thé tang 1én 4 mg/lan
Diéu tri suy tim sung huyét:

Bét dau diéu tri voi lidu 2 mg, ubng budi sang. Liéu duy tri 1a tir 2-4 mg perindopril
erbumin, mdi ngay udng 1 lan.

Trong bénh tim thiéu mdu cuc by man tinh (dau théit nguwe 6n dinh). Liéu ban diu 4 mg/ 1an/ ngay
trong 2 tuin, sau d6 ting dan 1én 8 mg/lan/ ngay néu bénh nhan dung nap dugc. Vi nguoi cao
tudi, liéu khoi diu 1a 2 mg/ ngay trong tuan dau tién.

Truong hop suy thdn, didu chinh lidu perindopril theo mitc d9 thanh thai creatinin theo biéu dd
Crokroft:

140-tudi) x trong luon
Clr (ml/pht) = (NI Eg T

0,814 x creatinin huyét trong (micromol/lit)

Vi tubi tinh theo nam, trong lugng tinh theo Kg, creatinin huyét tuong tinh theo mmol/lit
Cdng thirc nay tinh cho nam gidi, véi nir gidi thi nhan thém 0,85

Liéu khuyén céo theo dd thanh thai creatinin nhu sau:

Thanh thai creatinin Liéu khuyén cdo

Tir 30 — 60 ml/phut 2 mg perindopril erbumin /ngay

Tir 15 — 30 ml/phut 2 mg perindopril erbumin méi 2 ngay

<15 ml/phut 2 mg perindopril erbumin vao moi
ngay tham phan

&
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/ cONGgUONghh man cam v6i cac thanh phén cua thude
CO% a ién st phu mach (phd Quinck) c6 lién quan dén udng thubc rc ché enzym

\ puggC

hyygneHOC /S

ng thai va cho con bu

Thén trong

Thdn trong chung: Trong truong hop suy tim, mat mudi nudce, nguy co tut huyét ap va/ hoic suy
than: méat nhiéu mudi va nudce (an nhat hoan toan va/ hodc diéu tri thude loi tiéu) hoac hep dong
mach than dan dén kich thich hé renin-angiotensin. Do vay khi chen hé nay béng thudc e ché
enzym chuyén c6 thé gay tut huyét ap nhét 1a lidu dau va trong 2 tuan dau diéu tri va/ hodc suy
than chitc nang, doi khi cAp tinh, tuy hiém gip va dién ra trong thoi gian khong cb dinh. Do d,
khi bit diu didu tri. cAn tudn thi mot s khuyén nghi dudi day, trong mot sb truong hop dic biét,
nhu sau:

Trong ting huyét ap da diéu tri loi tiéu tir trudc can phai:

+ Ngimg thubc loi tiéu it nhét 3 ngay truéc khi bit dau ding perindopril, 16i sau do dung lai néu
cAn. Néu khong thé ngimg, nén bét dau diéu tri véi lidu 2 mg perindopril erbumin.

+ Nén danh gia creatinin huyét trong trude khi bit dAu diéu trj va trong thang dau diéu tri.

Trong suy tim sung huyét da diéu tri voi thube loi tiéu, néu c6 thé nén giam lidu thude loi tiéu vai
ngay trudc khi bit dau dung perindopril

Trén nhém ngudi 6 nguy co, dic biét 1a nguoi suy tim sung huyét nang (d6 IV), ngudi cao tudi,
ngudi bénh ban dAu c¢6 huyét 40 qua thap hodc suy chuc ning than, hodc ngudi bénh dang dung
loi tidu lidu cao, phai bit dau dung liéu thip 1mg perindopril erbumin, dudi su theo doi cua thay
thude.

Tham phédn mdu: Cac phan tng giéng phan vé (phu né moi va ludi kem kho tho va tut huyét ap)
d4 duoc ghi nhan trong khi thim phan mau v6i mang c6 tinh thdm cao trén nguoi bénh duoe diéu
tri thudc te ché enzym chuyén. Nén tréanh sy phéi hop nay.

Trong truong hop suy than: Can diéu chinh lidu perindopril theo mirc do suy than. Phai kiém tra
dinh ky kali huyét va creatinin

Tang huyét dp do mach mdu than: Tang huyét ap do mach méau thén phai diéu tri bang cach ti tao
mach mau. Tuy nhién, perindopril ¢6 thé hitu ich cho ngudi bénh tang huyét ap do mach méu thén
chr phiu thudt chinh hinh hodc khi khong md dugc. Do do, phai bat du diéu tri mot cach than
trong va theo doi chirc nang than.

Nguoi cao tu6i: Nén bat dau didu tri véi liéu 2mg perindopril erbumin/ ngay, ding 1 lan, va phai
dénh gia chirc nang than trude khi bt dau diéu tri.

Can thiép phdu thudt: Trong trudmg hop gay mé dai phau, hogc din mé bang thudc ¢6 thé gay ha
ap, perindopril c6 thé gy tut huyét ap, phai chira bing céch tang thé tich mau.

Suy tim sung huyét: Trén nguoi bénh suy tim sung huyét tir nhe dén vira, khong thay thay ddi c6 ¥
nghia vé huyét ap khi dung liéu khoi dau 2mg perindopril erbuin. Tuy nhién, trén nguoi bénh suy
tim sung huyét nang va ngudi bénh c6 nguy co, nén bt déu dung liéu thap.
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u 03 én bénh nhan dang dugc diéu tri bang thuoe chdng dai thao dudng hodc bang
‘hré @Eﬂ;{ﬂe ‘tra glucose huyét trong thang dau diéu tri bing thubc e ché ACE
1? cuc bé man tinh (dau thdt ngu’c on d‘mh) Néu c6 mot dot dlen blen cap trong

dong mach chu, van hai 14 hoac bénh co tim phi dai
Thoi ky mang thai, cho con bi: Khong dung thudc
Nguwéi van hanh tau xe, mdy méc: Khong nén dung thube khi van hanh may mac, tau xe
Tdc dung khong mong muon
Thuong gap, ADR> 1/100
Thin kinh: Nhire ddu, réi loan tinh khi vd/ hodc gidc ngu, suy nhuge; khi bt dau diéu tri chua
kiém so4t day du dugc huyét ap.
Tiéu hoa: Réi loan tiéu hoa khong dac hiéu 15m va da c6 thong béo vé r6i loan vi gidc, chong mat
va chudt rut.
Ngoai da: Mot $6 it trudong hop nodi man cuc bo trén da da duoc thong bao
H6 hip: Doi khi thdy c6 triéu chimg ho, néi chung khong gay khé chiu lim, chi 12 ho khan, kiéu
kich ung.
It gap, 1/1000 < ADR < 1/100
Mot s ddu hiéu khong c6 tinh dic hiéu: Bét luc, kho miéng
Mau: C6 thé thdy hemoglobin giam nhe khi bat dau diéu tri
Sinh héa: Tang kali-huyét, thuong 1a thoang qua. Co thé thiy ting ure-huyét va creatinin-huyét,
hdi phuc khi ngimg diéu tri
Hiém gap, ADR < 1/1000
Phit mach (phtt Quinck) & mat, ddu chi, méi, ludi, thanh mén va hogc thanh quan
“ Théng bdo cho bdc sy nhitng
tic dung khong mong muon gip phai khi sir dung thuéc*

Tuwong tic thudc

Thuéc lam giam tdc dung: Thube khang viém khong steroid, corticoid, tetracosactid.

Thuée lam tang tac dung:

Mot s6 ngudi bénh da ding thube loi tiéu tir truéc, nhét 1a khi méi diéu tri gan ddy, tic dung
ha &p c6 thé tré nén qua mure khi bat dau dung perindopril.

Phdi hop véi cac thude an than kinh va thudc chong trim ciam imipramin lam tang nguy co
ha huyét ap thé dimg.

Thubc diéu tri dai thao dudng (insulin, thude udng ha dudng huyét): Cling nhu céc thude (e
ché ACE khac, perindopril lam tang tac dung ha glucose huyét cua cac thudc nay.

Thuée lam ting déc tinh: Phéi hop perindopril véi cac mubi kali va thude loi tiéu gitr kali
c6 nguy co tang kali huyét, nhit 13 & ngudi suy than. Khong nén phéi hop nhing thudc gy tang
kali huyét voi thude tic ché ACE, trir truomg hop ha kali huyét. Mac du véy, néu phdi hop nay to
ra can thiét thi nén dung mot cach than trong va phai thuong xuyén danh gia kali huyét.

Lithi: Tang lithi huyét
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truong. Perindopril ¢6 thé thAm phén duge (70ml/ phit)
Bio quén: Noi khé réo, nhiét do dudi 30°C, tranh 4nh sang.
Han diing: 36 thang ké tir ngay san Xudt

Tiéu chudn dp dung: TCCS

“Thudc nay chi ding theo don ciia béc si,
Pé xa tam tay tré em
“Poc kj hwong dan stk dung triede khi diing
Néu cin thém thong tin xin héi y kién thdy thubc*
CONG TY CO PHAN DUGQC PHAM VINH PHUC
S& 777 Mé Linh — P. Khai Quang — Tp. Vinh yén — T. Vinh Phtic
Nha méy: Thon Mau Théng — P. Khai Quang — TP. Vinh Yén — T. Vinh Phic
Tel: 02113 862 705 Fax: 02113 862 774

PHO CUC TRUONG




