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Thuée ban theo don
TO HUONG DAN SU DUNG THUOC
TOVERSIN 4mg
TEN THUOC: Toversin 4mg
THANH PHAN: Mbi vién nén Toversin 4mg chira:
Perindopril tert - butylamin 4 mg
Ta dugc vd 1 vién

Ta dwge gom c6: Tinh bot mi, Lactose, PVP.K30, Magnesi stearat, Sodium starch glycolat.
DANG BAO CHE: Vién nén
QUY CACH PONG GOI: Vi 10 vién, hop 3 vi.
PAC TINH DUQC LUC:
- Perindopril 1a mdt thudc e ché enzym chuyén dbi angiotensin, tac dung thong qua hoat tinh
ctia chit chuyén hoa perindoprilat. Enzym chuyén ddi nay (ACE: Angiotensin Converting
Enzyme) 1a mét protease (exopeptidase) chuyén angiotensin I thanh angiotensin II 1a mot chét co
mach manh va thic diy té bao co tron mach méu va co tim ting trudng, dong thoi ACE gay
giang hoa bradykinin 12 mot chét gian mach. Uc ché ACE lam giam angiotensin II trong huyét
twong, din dén ting hoat tinh cia renin trong huyét tuong (do (rc ché hdi tdc 4m dén giai phéng
renin) va din dén giam aldosteron, nén lam giam giir natri va ting gitr kali trong co thé. Do ACE
lam bt hoat bradykinin, trc ché ACE ciing dan dén tang hoat tinh cta hé théng Kallikrein-Kinin
tai chd va trong tudn hoan va nhu vdy ciing hoat hoa hé thong prostagalandin. Co ché nay ciing
gép phan 1am giam huyét ap cuia cac thube trc ché ACE, dong thoi mot phan gdy ra phan (g phu
nhu ho.

- O nguoi tang huyét ap, perindopril 1am giam huyét ap bing cach lam giam sirc can ngoai vi
toan than, do d6 luu lugng mau ngoai vi ting ma khong tic dong dén tan sb tim. Thudc thudng
gdy gian dong mach va c6 thé ca tinh mach. Ha huyét 4p thé ding va nhip tim nhanh it khi xay

ra, nhung thuong hay xdy ra & nguoi giam natri mau hodc giam thé tich mau. Huyét ap tro lai y
binh thudng trong vong mét thang va van 6n dinh khong vuot qua tac dung diéu tri khi diéu tri ;
lau dai. Ngimg diéu tri khong gy hién tugng doi nguoc. Tac dung duogc duy tri subt 24 gid khi
udng liéu 1 14n. Gidn mach va phuc héi tinh dan hdi cia dong mach 16n da dugc khéng dinh kém

theo giam phi dai that tréi.

- Diing thém thubc lgi tidu s& tang tdi da tac dung ha ap.

- O ngudi suy tim sung huyét, perindopril lam giam phi dai that trai va tinh trang thira collagen
dudi ndi tdm mac, phuc hoéi dic tinh isoenzym cuia myosin va giam su xudt hién loan nhip tai
tudi mau. Perindopril giam tai cho tim (cé tién va hau tai). Perindopril 1am giam ap luc dé diy
that phai va trai, giam strc khang ngoai bién toan than, giam nhe tan s tim, ting cung luong tim.
Vi liéu duoc khuyén cdo, huyét ap khong thay doi rd khi dung liéu dau tién ciing nhu lau dai.
Diéu trj thubc dai han khong lam thay di chirc ning than hodc kali mau. Thudc khong lam thay
d6i dung nap glucose, ndng do acid uric hodc cholesterol trong mau.

- O bénh nhan c6 bénh tim thiéu mau cuc bd man tinh (dau thit nguc 6n dinh) chua c6 déu hiéu
ldm sang ctia suy tim, thir nghiém ldm sang cho thdy sir dung perindopril lam giam duoc nguy co
gip cic bién cd tim mach trén cac bénh nhan nay
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DUQC PONG HOC:

- Sau khi uéng, perindopril dugc hip thu nhanh (dat ndng do dinh trong 1 gid) va chuyén héa
manh, chi yéu & gan thanh perindoprilat ¢ hoat tinh va mot sé chét chuyén héa khac khong c6
hoat tinh bao gdm céc glucoronid (sinh kha dung: 65 — 70%).

- Ntra doi thai trir ctia perindopril trong huyét tuong 1a 1 gio. Khoang 20% duoc bién ddi sinh
hoc thanh perindoprilat. Nong do dinh perindoprilat trong huyét tvong dat duge sau 3 — 4 gio.
Thire &n lam giam sy bién déi sinh hoc thanh perindoprilat va do d6 giam sinh kha dung, vi vy
phai udng thuéc mot 1an vao budi sang trude khi an.

- Thé tich phan bd cua perindoprilat tu do x4p xi 0,2 lit/kg. Perindoprinlat gén it vao protein
(perindoprinlat gin vao enzyme chuyén ddi angiotemin duéi 30%) nhung phu thudc vao ndng
do. Perindoprilat duge thai trir trong nude tiéu va thoi gian ban thai phan thude tu do vao khoang
3 — 5 gid. Su phan ly perindoprilat gin v6i enzyme chuyén dbi angiotensin tao ra thoi gian ban
thai “hiéu dung” 1a 25 gior dé dat dugc trang thai én dinh trong 4 ngay. Khong thiy hién tuong
tich Ity perindopril sau khi dung lidu lap lai. O ngudi cao tudi, ngudi suy tim sung huyét va
ngudi bénh suy thén, perindopril thai trlr giam hon. Viée didu chinh lidu cin dua vao do thanh
thai creatinin. D¢ thanh thai tham phan cta perindopril 1a 70ml/phut.

A N

Duoc dong hoc cua perindopril thay ddi o ngudi bi xo gan, thanh thai thudc me & gan bj giam
mot nira. Tuy vdy, lugng perindoprilat tao thanh khong giam, va do d6 khéng cén phai diéu

chinh liéu. C
CHI PINH: '
- Tang huyét 4p. .
- Suy tim sung huyét.

- Bénh tim thiéu mau cuc bd man tinh (dau thét nguc on dinh) >
LIEU DUNG VA CACH DUNG: :
Cdch dung:

- Perindopril thudng dugc ubng mot lan vao budi sang, lic déi (trude bira an).
Liéu lwgng trong ting huyét dp: .
- Liéu khuyén nghi la 4mg, udng 1 1an vao budi sang, néu cin sau 1 thang diéu tri c6 thé ting lén
ubng 8mg/lan.

- Dbi v6i ngudi bénh cao tudi, nén bit dau véi lidu 2mg udng mot 1an/ngdy vao budi séng, néu
can sau mot thang diéu trj c6 thé ting 1én 4mg.

Liéu lwgng trong suy tim:

- Bit dau diéu tri véi lidu 2mg, ubng mot lan/ngdy vao budi sang. Lidu hitu hidu thudng ding
diéu tr duy tri 1a tir 2mg dén 4mg, mdi ngay udng mét lan. Dbi voi ngudi bénh c¢6 nguy co (xem
Thén trong), nén bét dau diéu tri véi liéu 1 mg.

Liéu lwgng trong bénh tim thiéu mdu cuc b man tinh (dau thit ngue on dinh):

Liéu ban dau 1a 4mg, ubng mot 1an/ngay trong vong 2 tuln, sau d6 ting dan dén 8mg, ubng mot

lan/ngay néu bénh nhén dung nap dugc
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Liéu diing cho bénh nhén suy thin:
- Trudng hop ¢6 suy than, liéu perindopril duoc didu chinh theo mac do suy thén, dua vao muc
do thanh thai creatinin, dugc tinh dya trén creatinin huyét twong theo biéu dd Cockroft:

(140—tudi)x trong luong
0.814 x crsatinin huyér reong (pmol flit)

Cle (ml/phat) =

(Vé6i tudi duoc tinh theo nim, trong lugng tinh theo kg, creatinin huyét tinh theo mmol/lit)
(néu 14 nit thay 0,814 bing 0,85)
Liéu khuyén céc theo do thanh thai creatinin nhu sau:

Thanh thii creatinin Liéu khuyén cdo
Tir 30 — 60 ml/phat 2mg/ngay
Tir 15 — 30 ml/phat 2mg mdi 2 ngay
<15 ml/phut 2mg vao mdi ngay thim phan

; " K
CHONG CHI PINH: -
- B ¢6 man cam vé6i perindopril. ::
- C6 tién sir bj phit mach (phii Quinck) ¢6 lién quan dén viée ding thuéc tre ché enzym chuyén, P
- Ngudi mang thai hoac cho con b (xem thoi ky mang thai va cho con bu) U
THAN TRONG: ;
Chung: i

Truong hop suy tim, mat mudi nuée, nguy co tut huyét dp va/hodc suy than: mét nhidu mubi va
. r ¥ ~ r b'
nude (&n nhat hoan toan va/hodc diéu tri thude loi tiéu), hoidc hep dong mach thdn dan dén kich )

thich h¢ renin — angiotensin. Do vy khi chen hé nay bing thudc trc ché enzym chuyén c6 thé

gdy tut huyét ap nhét 1a ¢ lidu dau tién va trong 2 tuan dau diéu tri, va/hodc suy than chic nang,
ddi khi cdp tinh, tuy ring hiém gip va dién ra trong mot thoi gian khong ¢b dinh. Do d6 khi bt <
déu diéu tri can tudn thu mot sb khuyén nghi dudi day, trong mot sb truong hop déc biét, nhu ‘_"
b
sau: -

- Trong tang huyét 4p da diéu trj loi tidu tir trude, cn phai:

+ Ngimg thube li tiéu it nhét 3 ngdy trude khi bét ddu dung perindopril, rdi sau dé ding lai néu
can. Néu khong thé ngimg, nén bét dau didu tri véi lidu 2 mg.

- Trong tang huyét 4p dong mach than, nén bt ddu diéu trj vai lidu thdp 2mg (xem tang huyét 4p
do mach mau thén).

Nén dénh gi4 creatinin huyét twong trudc khi bit dau diu tri va trong thang dau didu tri.

- Trong suy tim sung huyét da didu tri véi thude loi tidu, néu c6 thé nén giam liéu thudc loi tiéu
vai ngay trude khi bét dau dung perindopril. |
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- Trén nhitng nhém ngudi ¢ nguy co, dic biét 1a ngudi suy tim sung huyét niang (d¢ IV), ngudi

cao tudi, ngudi bénh ban diu c6 huyét ap qua thap hodc suy chirc ning than, hodc ngudi bénh

dang dung lgi tiéu liéu cao, phai bit ddu dung lidu thdp 1mg, dudi sy theo ddi cia thdy thude

Tham phin mdu:

Céc phan tmg gibng phan vé (phti né méi va ludi kém kho thd va tut huyét ap) da dugc ghi nhan

trong khi thdm phan méu véi mang c6 tinh thdm cao (polyacrylonitril) trén ngudi bénh dugc diéu

tri thube trc ché enzym chuyén. Nén tranh su phéi hop nay.

Trong truong hop suy thin:

Can chinh liéu perindopril theo mtrc d6 suy than. Trén nhimg ngudi bénh nay, thong thuong la

phai dinh ky kiém tra kali huyét va creatinin.

Ting huyét dp do mach mdu thin:

Tang huyét 4p do mach mau thin phai diéu tri bing cich tai tao mach mau. Tuy nhién,

perindopril ¢6 thé hiru ich cho ngudi bénh ting huyét 4p do mach mau than chd phiu thudt chinh

hinh hodc khi khéng mé dugc. Khi 4y phai bét ddu didu tri mot cach than trong va theo ddi chirc

nang than.

Tré em:

Vi khong ¢6 nghién cru trén tré em, nén trong tinh trang hiéu biét hién nay perindopril chéng chi

dinh dung cho tré em.

Nguoi cao tubi:

Nén bit dau didu trj véi lidu 2mg/ngay diing mot 14n, va phai danh gia chirc ning than trudc khi

bt ddu diéu tri.

Can thiép phéu thudt:

Trong trudng hop gdy mé dai phau, hodc din mé bang thudc ¢ thé gay ha éap, perindopril cé thé

gdy tut huyép 4p, phai chira bing cach ting thé tich mau.

Suy tim sung huyét:

Trén ngudi bénh suy tim sung huyét tir nhe dén vira, khong thiy thay di c6 y nghia v& huyét 4p

khi diing liéu khoi ddu 2mg. Tuy vay, trén ngudi bénh suy tim sung huyét ning va ngudi bénh 6

nguy co, nén bit dau dung lidu thip.

Ddi thdo dwong:

Trén bénh nhan dang duoc diéu trj bing thudc chéng déi thdo duong hodc bing insulin: phai

kiém tra glucose huyét trong thang dau diéu tri bang thudc trc ché ACE.

Bénh tim thiéu mdu cuc by man tinh (dau thit ngwe én dinh):

Néu c6 mdt dot dién bién cdp trong thang dau diéu trj bing perindopril, can phai danh gia k§ loi

ich nguy co trude khi tiép tuc. Phai than trong khi ding perindopril hodc céc thude trc ché ACE

khac cho cac bénh nhan hep van dong mach chu, van hai la hodc bénh co tim phi dai.

SUDUNG THUOC O PHU NU CO THALI:

Perindopril khong dugc dung trong thdi ky mang thai.

Khi dang diing thudc, néu dinh mang thai hoiic mang thai da duoc xéc dinh, phai thay ngay diéu

tri bang thudc khéc, cang sém cang tot. D ¢ bing chimg cho thdy néu ding thudc trong ba

thang thar 2 va thar 3 thai ky, ¢é nhiém doc thai nhi (giam chirc ning than, it nudc 6i, cham cot

héa s0), nhiém doc so sinh (suy than, ha huyét ap, ting kali méu). Néu da ding perindopril tir ba

thang thir hai thai ky, nén lam siéu am thén va so.
4
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SUDUNG THUOC O THOI KY CHO CON BU:

O loai dong vat, mot luong nho perindopril duge tiét vao sita me. Chua c6 s6 liéu trén nguoi.
Khong dung cho ngudi cho con b

TAC DUNG CUA THUOC KHI VAN HANH MAY MOC TAU XE:

Do thudc c6 thé gdy hoa mét, nén can thén trong khi 14i xe hodc van hanh may mac.

TAC DUNG KHONG MONG MUON (ADR):

Thuwong gap, ADR>1/100:

- Than kinh: Pau dau, rdi loan tinh khi va/hoic gidc ngl, suy nhugc; khi bt dau diéu trj chua
kiém soat day du dugc huyét ap.

- Tiéu héa: Réi loan tiéu hoa khong dic hiéu 1dm va da cé thong bao vé rbi loan vi gidc, chdng
mat va chudt rat.

- Ngoai da: M6t sb it trudng hop ndi mén cuc bd trén da di dugc thong béo.

- H6 hip: d6i khi thdy c6 triéu chirng ho, néi chung khong gy khé chiu 1dm; chi 14 ho khan kiéu
kich tng.
It gap, 1/1000<ADR<1/100:

- Mot sé déu hiéu khong c6é tinh dac higu: Bit luc, khd miéng.

- Mau: C6 thé thiy hemoglobin giam nhe khi bat dau diéu tri.

- Sinh héa : Tang kali huyét, thuong 1a thoang qua. C6 thé thdy ting uré huyét va creatinin huyét,
va hdi phuc duoc khi ngung diéu tri.

Hiém gdp, ADR<1/1000:

- Phit mach (pht Quincke) & mit, ddu chi, moi, lui, thanh mén va/hogc thanh quén.

Ghi chii: Théng bdo cho bdc sj nhitng tic dung khéng mong mudn gdp phii khi siv dung
thubc.

TUONG TAC THUOC:

Thubc lam gidm tdc dung: Thudc khang viém khong steroid, corticoid, tetracosactid.

Thudc lam ting tdc dung: Mot s nguoi bénh da dung thude lgi tidu tir trude, nhét 1a khi méi
diéu tri gan ddy, tac dung ha ap c6 thé sé& tro nén qua mirc khi bét dau dung perindopril.

Phdi hop v6i thudc an than kinh va thudc chéng trdim cam imipramin s& lam tdng nguy co ha
huyét ap thé dimg.

Thudc tri dai thao dudng (insulin, thudc uéng ha duong huyét): Ciing nhu cdc thude e ché
enzym chuyén dbi angiotensin khéc, perindopril lam ting téc dung ha glucose huyét clia cac
thubc nay.

Thudc lam ting ddc tinh: Phéi hop perindopril v6i cac mudi kali va véi thude loi tiéu giir kali
¢6 nguy co ting kali huyét, nhét 1a & nguoi suy than. Khong nén phbi hop nhitng thude gdy ting
kali huyét véi thude ire ché enzyme chuyén, trir truong hop ha kali huyét. Mic du vay, néu phdi
hop ndy to ra cdn thiét thi nén ding mot cich than trong va phai thudng xuyén danh gia kali
huyét.

- Lithi: tang lithi huyét

- Khong thiy c6 tuong tic dugc dong hoc khi ding chung perindopril véi digoxin. Khong cin
thay ddi lidu digoxin trong trudng hop diing chung trén ngudi bénh suy tim sung huyét.

QUA LIEU VA XU TRi:

Tri¢u chieng: Lién quan véi tut huyét p

Diéu tri:

- Rira da day va 1ap ngay mot dudng truyén tinh mach dé truyén dung dich muoi ddng truong.
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- Perindopril c6 thé thdm phan dugc (70ml/phut).

BAO QUAN: Noi kho mét, nhiét do dudi 30°C, tranh anh séng.
TIEU CHUAN AP DUNG: TCCS

HAN DUNG: 36 thang ké tir ngay san xuét.

THUOC NAY CHi DUNG THEO PON CUA BAC SY

Dé xa tam tay tré em, doc kj hudng dén sir dung truée khi ding.
Néu cin thém théng tin, xin héi y kién thdy thudc.

Nha séin xudt: Céng ty CP dwoc phim Trwong Tho
S6 93 Linh Lang — Ba Pinh — Ha Noi
San xudt tai: L6 M1, dwong N3, Khu cong nghi¢p Hoa X4, Nam DPinh
Dién thoai: 04.37666912 — 0350.3670733

TUQ CUC TRUBNG
P.TRUONG PHONG
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