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Hurdng dén sir dung thube
Thudc bin theo don
PERIWEL 4

- Dang thude: Vién nang cimg.
- Qui cich déng goi: HOp 10 vi x 10 vién. Kém theo & hudng din sir dung thube.
- Cong thire bio ché cho 1 dom vi (1 vién) thanh phim: M3i vién nang cimg chira:
Perindopril erbumin dmg
T duge vd 1 vién
(Té dinge gom: Microcrystalline cellulose, carboxymethylcellulose natri, magnesi stearal,
gelatin, tinh bot sin, natri lauryl sulfat, bt talc).
-Durge Iy v co ché tie dyng:
Perindopril 12 mt thudc i ché enzym chuyén ddi angiotensin, tic dung thong qua hogt tinh
ciia chit chuyén hoa perindoprilat. Enzym chuyén doi nay (ACE: Angiotensin Convertin
Enzyme) ld mdt protease (exopeptidasc) chuyén angiotensin | thanh angiotensin 11 1a mjt ¢
co mach manh va thic ddy té bao co tron mach méu vi ¢o tim ting trong, dong thai ACE gy
gidng hoa bradykinin I mdt chdt lam gidn mach. Uc ché ACE lam gidm nng:ownsin Il trong
huyf- wong. din dén tng hogt tinh ciia renin trong huyét twong (do irc ché hoi tic dm dén gidi
phong renin) va dlin dén giam tiét aldosteron, nén Jim gidm gilr natri va ting gir kali trong co
thé. Do ACE lim bét hoat bradykinin, (e ché ACE ciing din dén tang hogt tinh cda h¢ thong
Kalli Krein-Kinin tai ch® va trong twin hodn va nhu viy ciing hogt héa h¢ thong
prostaglandin. Cor ché ndy ciing gop phin kim gidm huyét dp cida cde thube irc ché ACE, dong
thiri mot phdn gy ra phian (mg phy nhir ho. ) :
O ngudi ting huyét ap, perindopril 1am gidm huyét dp bing cich lam gidm sirc can ngoqi vi
toin thn, do dé I lugng méu ngogi vi ting md khing tic ddng dén tin sé tim. Thudc thiimg
giy gidn dong mach vi ¢6 thé ca tinh mach. Ha huyét dp thé dimg va nhip tim nhanh it khi xay
ra, nhung thuéng hay xdy ra & ngudi giam natri miu hojic giam thé tich méu. Huyét dp tra lai
binh thudmg trong vong 1 thing vi v &n dinh khdng vugt qud tic dung didu trj khi diéu tri
l4u dai. Ngimg didu tri khong gy hién tgng doi nguge. Tic dyng duge duy tr sudt 24 gio khi
ubng lidu 1 lin. Gian mach va phye hdi tinh din hdi ciia dgng mach Ién d3 duge khing dinh
kém theo giam phi dai thit i,
Diing thém thuoc loi tiéu s& ting 15i da tic dung ha dp.
¢ ngudi suy tim sung huyét, perindopril lam giam phi dgi that trdi vi tinh trang thim colagen
dudi ndi tim mac, phuc hdi dic tinh iso enzym cia myosin va gidm sy xudt hién loan nhip i
wéi mau. Perindopril gidm ti cho tim (¢4 tién v hju tai). Perindopril lam giam ép lye a{ diy
thit phai va tri, gidm sirc khing ngoai bién toan thin, giam nhe tin s tim, ting cung lugng
tim. Vi lidu duge khuyén cio, huyét ap khong thay dbi rd khi ding lidu ddu tién ciing nhur liu
diii. Didu 1rj thudc dai han khong lim thay ddi chirc ning thin holic kali méu. Thuoe khang
lam thay ddi dung nap glucose, ngngdé acid uric holic cholesterol trong mau.
@ bénh nhan c6 bénh tim thiéu méu cye bd man tink (dau thit ngye Sn dinh) chira ¢ diu higu
lam sing cia suy tim, thir nghiém lim sing cho thiy sir dung perindopril lam giam duge nguy
co glip cdc bién ¢ tim mach trén cdc bénh nhin nay.
~Durge djng hoe :
Sau khi uéng, perindopril duoe hip thu nhanh (dat ndng 9 dinh wong | gid) v chuyén héa
manh, chi yéu & gan thinh perindoprilat ¢o hogt tinh va 1 s6 chit chuyén héa khac khong co
hogt tinh bao gdm céc glucuronid (sinh khi dung: 65 — 70 %), Nira i thai tir cia perindopril
trong huyét tong 14 1 gio. Khodng 20 % duge bién dbi sinh hoe thanh perindoprilat. Dinh
ndng dd perindoprilat trong huyét twong dat duge sau 3 - 4 gidr. Thire dn lim gidm s bién d&i
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sinh hoc thanh perindoprilat va do do gidm sinh kha dung, vi viy ghii ubng thube mét lin vio

budi sdng trude khi dn. Thé tich phin bd cua perindoprilat ur do xap xi 0.2 livkg. Thude it giin

vai protein, dudi 30 %, nhung 1€ thude nﬁng 9. Perindoprilat duge thai trir trong nude ljéu vi

thivi gion bdn thai phdn thude tr do vio khoing 3 dén 5 gid. Sy phin ly perindoprilat gin vdi

enzym chuyén déi angiotensin tpo ra thoi gion bén thai “hiéu dung™ 1a 25 gid. Khong thay hién

wugng tich Iy perindopril sau khi ding lidu 1ip lgi. va théi gian bin thai perindoprilat trong

khi ding lidu 1ap lai phi hop vai thai gian ban hoat ciia nd, dén dén trang théi ndng do én dinh

trong 4 ngdy. O ngudi cao tudi, ngudi suy tim sung huyét vii ngudi bénh suy thin,
perindoprilat thi trir cham hom. Vige chinh liéu cdn dya vio d thanh thai creatinin. DG thanh

thai thim phan cta perindoprilat 14 70 ml/pht. 530381 g8
Duge ding hoc cia perindopril thay dbi & ngudi bi xo gan: Thanh thai thube me & gmh}%_ e
mdt nira. Tuy viy, lugng perindoprilat 130 thinh khong gidm, va do d6 khong cin Bf‘“ fIaie TY \-\
chinh liéu. i i A
-Chi dink: e\ wa 1y 4
Tang huyét dp. e - f
Suy tim sung huyét. S
-Liéu lwgng vi cdch ding: :

c?n diing: Perindopril thuimg duge cho ubng mét lin viio budi sing, lic doi (trude bira in).

Lieu luegng:

Trong tang huyér dp: Lidu khuyén nghi 13 4 mg perindopril erbumin udng mdt lin vio budi

s;:g, néu cin sau mot thang diéu 1rj 6 thé ting 1én 8 mg perindopril erbumin udng Mot
lan/ngdy. ) .

D&i vai ngudi bénh cao wdi, nén bit diu didu trf véi lidu 2 mg perindopril erbumin udng mét

Kin/ngy vio budi sing, néu cin sau mot thing di¢u trj co thé tang 1&n 4 mg perindopril

erbumin.

Trong suy tim sung huyét: Bit ddu didu trj véi lidu 2 mg perindopril erbumin, ubng mt
mmisfnnf Lidu hitu hi¢u thuomg dimg diéu trj duy tri 1 tir 2 mg dén 4 mg

perindopril erbumin mdi ngay udng mot ln. DSi vi ngudi binh ¢b nguy co (xem Thin trong),
nén bit ddu didu trj voi lidqu | mg perindopril erbumin ubng mdt lin vio budi sén
Liu cho bénh nhin suy thin: Truimg hop o suy thin, liéu perindopril dugc dicu chinh theo
mire d9 suy thin, dya vio mic 49 thanh thai ereatinin, duoc tinh dya trén creatinin huyét
trong, theo biéu thire Cockroft. )

(140 — tudi) x trong lugng co thé (kg)

Cle =
0,814 x creatinin huyét twong (micromol/lit)
(x 0,85 néu ld nix)

Dj thanh thii creatinin Li¢u khuyén edo
Tir 30 dén 60 ml/phit 2 mg perindopril erbumin mot ngay
Tir 15 dén 30 mUphdn 2 me perindopril erbumin moi hai ngay
< 15 ml/phit 2 myg perindopril erbumin vio ngay thim phén.

-Chéng chi djnh:
Di ¢6 min cam vai perindopril.
Cé tién sir b phit mach (phit Quincke) c6 lién quan dén viée ding thude {rc ché enzym chuyén,
Ngudi mang thai hojic cho con bl (xem thiri ky mang thai va cho con bi),
-Thin trong:
Clung:
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Trung hop suy tim, mét mudi nude.... nguy co tt huyét dp vahofic suy thin: mét nhidu mudi

va nutde (dn nhat hodn todn vivhodc ditu trj thube lgi tidu), hodc hep ddng mach thin din dén

«r kich thich hé renin-angiotensin: do viy khi chen hé nay bin thude trc ché enzym chuyén

¢ thé gy tt huyét dp nhit 1a liéu diu va trong 2 twiin diu d&u tri, vivhojic suy than chirc
nang, doi khi cdp tinh, ty rang hiém edp v dién ra trong mdt thasi gian khon ¢b dinh. Do.d6,
khi bit ddu diéu tri, can tudn thi mot sg khuyén nghi dudi diy, trong mdt so trudmg hop 8¢
biét, nhu sau: ’ A ;‘.‘\.-3-
Trong ting huyét dp da diéu trj loi tiéu i trude, edn phi: faf OGSV N
r:anm thude loi tiéu it nhdt 3 ngay trude khi bit ddu ding perindopril, rbi sau d6 diing li néy -, 12
Néu khong thé ngimg, nén bit diu diéu tr vdi liéu 2 mg (perindopril ebimin). o lA T "”,,;j-‘-/*‘;f'
Trong ting huyet dp dong mach thin, nén bit diu diéu tri véi liéu thip 2 mg (perindopril
erbumin) (xem tdng huyét dp do mgch mau thin). =

Nén dinh gid creatinin huyét trong trude khi bit diu didu tri va trong thing diu didu tri.

Trong suy tim sung huyét di idu tri voi thube 1gi tidu, ndu ¢6 thé nén gidm licu thube lgi tidu

vii ngay trude Khi bit ddu ding perindopril.

Trén nhimg nhom ngudi ¢6 nguy co, dic bidt 13 ngudi suy tim sung huyét ndng (46 IV), ngudi

cao i, ngudi bénh ban ddu ¢6 huyét 4p qui thip hoje suy chirc ndng thin, hode ngudi bénh

dang diing loi tiéu liéu cao, phai bt diu dung licu thip 1 mg (perindopril erbumin), dudi s

theo ddi cua y té.

Tham phen mdu

Cic phin img giéng phin vé (phil né mdi va ludi kém kho tho va it huyét dp) di duge ghi

nhin trong khi thdm phin mau véi mang co tinh thim cao (polyacrylonitril) trén ngudi bénh

duoc didu tri thude ire ché enzym chuydn. Nén trinh sy phdi hop nay.

Trong trucmg hop suy then

Ciin chinh u'iu perindopril theo mirc 44 suy thin. Trén nhimg ngudi bénh nay, théi do thang
thudmg I3 phai dinh ky kiém tra kali huyét va ereatinin.

Tang huyet ap do mach méu thin )

Tang huyét dp do mach mdu thin phai didu trj bing cich tdi tao mach mau. Tuy nhién,
perindopril €6 thé hiru ich cho ngudi bénh ting huyét &p do mach mdu than chy philu thujt

chinh hinh hogc khi khdng md duge. Khi dy phai bit ddu didu trj mot céch thin trong va theo

ddi chire nang thin.

Tré em '

Vi khéng ¢6 nghién ciru trén tré em, nén trong tinh trgng hiéu biét hién nay, perindopril ching

chi dinh ding cho tré em.

Trém nguedri cao 1ol

Nén bt ddu didu trj véi lidu 2 mg/ngdy (perindopril erbumin), dung 1 lin. va phdi danh gid

chirc néing thin trude khi bit diu didu tri.

Can thiép phdu thudt :

Trong trudng hop gy mé dai phiu, hojie diin mé bing thude ¢6 thé gy ha dp. perindopril ¢o

thé giy tut huyét dp, phai chifa bing cdch tng the tich mau,

Suy tim sung huvét )

Trén ngudri bénh suy tim sung huyet ur nhe dén vira, khong thiy thay dbi cé ¥ nghia vé huyét

ap khi ding liéu khai diu 2 me (perindopril erbumin).

Tuy véy, trén nguoi bénh suy tim sung huyét ning vi nguoi binh ¢ nguy co, nén bt diu

diing bing lidu thp.
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“Thiri ki mang thai: Lidu cao trén chudt vi thd ¢b dde tinh cho thai va con vit me khi din
ahime lidu cao nhét. Khang phit hién duge dc tinh cho me va thai. Cho dén nay chua cé
ligu vé perindopril trén ngudi. Trén ngudi bénh duge diéu tr voi thude (rc ché enzym chuyén:
Mat sé it truémg hgp chim ting tewémg trong tir cung, sinh non holc thn tai ong dong mach
duge ghi nhin, nhung khdng thé khing dinh chinh xac I do thude hoje do cde bénh tiém din.
MGt sb hiém truomg hop vo ni¢u sor sinh khong phue hoi duge di duge thong béo, sau khi me
duge didu trj kém voi thude loi tidu.

Khéng ding cho ngudi mang thai.

“Thiri ky cho con bit: O lodi ddng vir, mdt heong nhd perindopril duge tiét vio sira mg. Chua
6 56 lidu trén ngudi. Khang diing cho ngudi cho con ba.

“Tic dung khdng mong mudn (ADR):

Thwomg gap. ADR > 1/100

Thin kinh: Nhirc ddu, réi logn tinh khi viholic gide ngt, suy nhuge; khi bit diu diéu trj chua

kiém sodt ddv du duge huyét dp. )

muhaazaé\; loan tiéu hoa khong dic hi¢u Hm va da c6 thong bdo v ri logn vi gide, chong

mdt vi chudt nng .

Ngoai da: M{t so it trrong hgp noi mdn cuc b trén da da duge thong bao. g

Ho hip: Doi khi thiy €6 trigu chimg ho, ndi chung khong gly kho chiu lim; chi o khan, S
kiéu kich (mg. g/ cone 1

k gdp. 171000 < ADR < 1/100 fsif OO PHAY

Mdt 56 ddu hi¢u khong c6 tinh dac hidu: Bit lyc, kho migng. co 00c oMik Je
Mau: C6 thé thiy hemoglobin giam nhg khi bit ddu diéu trj. We' HA TAY A3/
Sinh héa: Tang kali - huyét, thudng 14 thodng qua. C6 thé thiy ting uré - huyét vi'creatinin -7
huyét, va hdi phyc duge khi ngimg di¢u tri. e
Hiém gap. ADR < 1/1000

Phit mach (phit Quinke) & mit, ddu chi, mbi, ludi, thanh mdn vihole thanh quan.

~Tuung tac thube:

Thude lam gidam tic dung: Thube khing viém khong steroid, conticoid, tetracosactid.

Thudc lam tang tde dung: Mt sb nguai bénh 3 ding lgi tiéu tir trude, nhdt 14 khi m&i diéu tri
gin ddy, tic dyng hg &p 6 thé s& trd nén qué mée khi bit diu ding perindopril.

Phéé‘ hop ;gi thude an thin kinh vi thudc chdng trim cam imipramin s& lam tang nguy co ha
huyét dp the dimg,

Thube tri ddi thio dudmg (insulin, thubc ubng ha duimg huyét): Ciing nhu che thube e ché
enzym chuyén di angiotensin khac. perindopril 1am ting tic dyng ha dutmg huyét cia cic
thuoc nay.

Thudc lam tang dge tink: Phéi hop perindopril véi cic muoi kali va vai thube loi tiéu gilr kali
6 nguy co ting kali - huyét, mma & ngudi suy than. Khang nén phdi hgp nhimg thudc gay
tang kali - huyét véi thube irc ché enzym chuydn, trir trudng hop he Kali - huyét. Mac di viy.
néu phdi hop ndy (6 ra cin thiét thi nén ding mt cich thin ong vl phi thudng xuyén danh
gid kali - huyét.

Lithi: lithi huyét.

Khéng thiy c6 tuong tdc duge dong hoe khi ding chung perindopril v6i digoxin. Khong cin
thay ddi lidu digoxin trong truimg hop ding chung trén ngudi bénh suy tim sung huyét.

«Qué lidu va xir tri:Ddu higu vis rigu chimg: Lién quan vai wt huyét 1 _
Didu tri: Rira da ddy va lip ngay mt duvmg truyén tinh mach dé truyen dung dich mudi ding

truong,
Perindopril 6 thé thim phin duge (70 mi/phi).
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- Han dimg: 36 thang k¢ tir ngay san xuat. Khong duge ding thube da qua han ding. Khi thude
6 bidu hién bién méau. vién dm, vi rich, m& nhin..hodic ¢6 bi¢u hién nghi ngd khac phai hoi lgi noi
ban hodc noi san xudt theo dia chi trong dom.
-Bio quan: Noi kho, nhiét dd dudi 30°C.
“Tiéu chuiin ap dung: TCCS 12
Dé xa thm tay tré em '
"Doc ki luromg dan sie dung trwde Khi ding.
Néu cin thém thong tin xin hdi § kién bdc si”

Thube san xudt 1gi:
CONG TY C.P DUQC PHAM HA TAY
T6 diin pho s6 4 - La Khé - Ha Déng - TP. Ha Noi
DT: 04.33522203 FAX: 04.33522203
C PHAM HA TAY

PHO TENG GIAM DBC

TUQ CUC TRUONG
PTRUONG PHONG

.;‘f}:{fn Chi Tha fﬂu}:




