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Perindopril arginin 5 mg
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14 27 34 KON Bien Haa I, TP. Bién Hoa, Ddag Nai Vigl Nam

OV PHARMACEUTICAL JOINT STOCK €O

Lot 27, 34, Bien Hoa Industdal Zone 11 Bien Hoa City: Doog Nai

Perindopril arginine

Read carcfully the coclesed inscrt before use,
Do oot exceal recommended dosage.

Stere at temperature below 30°C, in a dry plac
light

P by hudng din it dyng rrde khi disng.

Khdng ditng qud lifu chi dinh.

Bio quin & nhiet ¢ dudi 3°C, net khé rda, 1winh fnh sing
Keep out of reach of children.

B xa tim tay tré em.
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Ry Thudc ban theo don

OPECOSYL® ARGIN
Perindopril arginin
Vién nén
S I\
THANH PHAN: (Ji RO, W)
OPECOSYL® AnmN"-.g:_‘_\,nh’ai“iigg@i:ﬁé'n',ghﬁa:
Hoat ch4t 7 T gj

Perindopril arginin........SxaA e 5 mg

T4 dugc: Lactose dap thang, cellulose vi tinh thé PH 102, magnesi stearat, green lake.

OPECOSYL® ARGIN 10: Mbi vién nén chia:

Hoat chat.

Perindopril arginin.......cccecocceeveveveneeierniereennen, 10 MQ

T4 dugc: Lactoseﬁ dap thang, cellulose vi tinh thé PH 102, magnesi stearat, green lake.

MO TA SAN PHAM:

OPECOSYL® ARGIN 5: Vién nén hinh oval, mau xanh 14 nhat, hai mat tron.

OPECOSYL® ARGIN 10: Vign nén tron, mau xanh I4 nhat, mot mét tron, mdt mat c6 vach ngang chia
doi vién.

DUQC LUC HOC:

Perindopril 12 mdt thudc Uc ché men chuyén angiotensin, tac dung thong qua hoat tinh clia chdt chuyén
hoa perindoprilat. Men chuyén (ACE: Angiotensin Converting Enzyme) 2 mot exopeptidase chuyén
angiotensin | thanh angiotensin Il - [ mot chdt co mach déng thdi kich thich bai tiét aldosteron & vé
thuong than gay tang huyét 4p.

Uc ché men chuyén 1am giam angiotensin Il trong huyét tuong, dan dén ting hoat tinh cla renin trong
huy&t tuong (do ic ché con duong phan hoi ngude viéc gidi phong renin) va giam ti€t aldosteron. Do
men chuyén lam b4t hoat bradykinin, ifc ché men chuyén ciing dan dén ting hoat tinh clia hé théng
Kaliikrein-Kinin tai chd va trong tudn hoan va cling hoat hoa hé thong prostaglandin. Co ché nay ciing
g6p phdn lam giam huydt ap clia cac thudc (fc ché men chuyén, déng thoi mot phdn gay ra phan (ng
phy nhu ho.

0 ngudi ting huy8t ap, Perindopril lam giam huy8t ap bang cach lam giam siic cdn ngoai vi toan than.
Thubc thubng gay gidn dong mach va co thé ca tinh mach.

0 nguoi suy tim sung huy&t, Perindopril lam gidm tai cho tim, giam tan s0 tim, tang cung lugng tim.

DUJC PONG HOC:

Perindopril duge hdp thu nhanh chong qua dubng udng (dat néng do dinh trong 1 gid) va chuyén hoa
manh, chl yéu & gan thanh perindoprilat co hoat tinh. Sinh khd dung tif 85 t6i 70%. Thdi gian ban hily
clia clia perindopril trong huyét tuong [a 1 gid. Khodng 20% dugc bién d6i sinh hoc thanh perindoprilat,
mot chédt chuyén hoa co hoat tinh. Nong do dinh cla perindoprilat huyét tuong dat dugc sau 3 dén 4
git. Thic &n 1am gidm su bién d6i sinh hoc thanh perindoprilat, do d6 gidm sinh khd dung, phai udng
thubc mot I4n vao budi sang trude khi 4n.

Thé tich phan bd clia perindoprilat i do xap x! 0,2 lit/kg. Perindoprilat gan it vao protein (perindoprilat
gdn vao men chuyé’n dusi 30%) nhung phy thudc vao néng do. Perindoprilat dugc thai trii trong nutc
tiéu va thoi gian ban hly phdn thudc ty do vao khoang 3 G€n 5 gid. Sy phén ly perindoprilat gan v6i
men chuyén ddi angiotensin tao ra thoi gian bén hly “higu dung” 1a 25 gid G& dat dugc trang thai &n
dinh trong 4 ngay. Khong thdy hién tuong tich [ty perindopril sau khi dung liéu idp lai. G ngudi cao
tudi, ngudi suy tim sung huy&t va ngudi bénh suy than, perindoprilat thai trir giam hon. Viéc chinh liéu
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trong trudng hop suy than cdn dua vao do suy than (thanh thai giam creatinin). Do thanh thai qua loc

méu clia perindoprilat 12 70 ml/phat.

Dugc dong hoc clia perindopril thay déi & ngudi bi xo gan, thanh thai thudc me & gan bi giam mot nia.

Tuy vay, lugng perindoprilat tao thanh khong giam, va do dé khéng can phai diéu chinh liéu.

CHI DINH:

— Tang huygt ap

— Suy tim sung huyét.

— Bénh dong mach vanh 6n dinh: Gidm nguy co bién c0 tim mach ¢ bénh nhan co tién sif nhoi mau

¢ tim va / hodac tai thdng mach vanh.

CACH DUNG - LIEU DUNG:

Perindopril arginin nén dugc udng ngay mot Ian, vao budi sang, trudc biia an.

Tang huyét ap:

Li6u khai ddu dudc khuyén cdo 2 5 mg, udng 1 1An/ngay, vao bui sang. Co thé ting liéu dung dén 10

mg, ubng 1 1&n/ngay, sau 1 thang diéu tri.

Dai vai bénh nhan c6 hé théng renin-angiotensin-aldosteron hoat dong manh (déc biét tang huyét ap

mach mau than, gidm mudi va/hodc gidm thé tich, mat bl vé tim mach hodc tang huyt ap nang) co

thé d& b tut huy8t 4p sau liéu diéu tri ddu tién. Liu khdi ddu dugc khuyén cdo la 2,5 mg cho nhiing

bénh nhéan nay va nén dugc theo doi chdt ché. s
Suy tim: Liéu khdi ddu duoc khuyén céo 1a 2.5 mg/ngay, udng 1 1An/ngay, vao bubi sdng. Sau 2 tuln, :
c6 thé tang liéu dung 1&n d&n 5 mg/ngay, néu bénh nhan dung nap thudc. Diéu chinh liéu nén dua vao
dap (mg lam sang cla ting bénh nhén.

Bénh dong mach vanh 6n dinh: Dung liéu 5 mg, ngay 1 1an trong 2 tudn, sau dé tdng 1én 10 mg,
ubng ngay 1 Ian, thy thudc vao chic nng than va khi liéu dung 5mg dugc dung nap t6t, :
Ngudi i6n tudi: Dung liéu 2,5 mg, ngay 1 lin trong 1 tudn, rdi c6 thé ting I&n 5 mg, udng ngay 1 Ian s
trong tudn tigp, sau do tang liéu Gén 10 mg, ubng ngay 1 lan, tly thudc vao chiic ndng than. Chi téng

lifu dung khi da dung nap vai liéu thdp truc dé. S oas

Chinh [i€u cho bénh nhan sw than .
Liéu dung cho bénh nhan suy than tly thugc vao mlc do thanh thai creatinin. ‘(’/ ot 3
| , , Ly L
D6 thanh thai creatinin (ml/phut)  Lieu khuyén cao :\ Ol
{Cler > 60 '5 mg/ngay ' :L:'“"
30 < Clgg < 60 12,5 mag/ngay
15 < Clgg < 30 52,5 mg dung cach ngay
Bénh nhan duoc loc mau®, Cleg < 15 12,5 mg vao ngay co loc mau

* Bénh nhén co loc mau, nén udng thudc sau khi loc mau.

CHONG CHi DINH:

— Qua mén vai bt ky thanh phdn nao clia thudc hodc vai bat ¢l thudc Gc ché men chuyén khac.

— Tién st phi mach c6 lién quan dén viéc dung thudc itc ché men chuy€n trude do.

— Phu nif c6 thai

LUU Y VA THAN TRONG:

B&nh déng mach vanh 6n dinh: N&u c6 dot dau that nguc khéng 6n dinh (ndng hay khdng) xay ra
trong thang ddu diéu tri vai perindopril, c&n thyc hi&n sy dénh gid cin than v& lgi ich/ nguy o trube
khi ti€p tuc diéu tri. ;

Tut huyt 4p: W
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Thudc tic ché men chuyén co thé gay tut huy8t ap. Tut huy8t &p co tridu ching hi€m khi thay & bénh
nhan ting huyét ap chua bién ching va cé khd ndng xay ra hon & bénh nhan gidm thé tich mau do
dang dung thudc Igi tiéu, han ch& mudi, loc mau, tiéu chdy hodc 6i mia hodc & bénh nhan c6 ting
huy&t ap |8 thudc nhiéu vao renin.

Hep van dong mach chi va hep van hai 1a/ bénh cd tim phi dai:

Cling nhu véi cac thudc (c ché men chuyén khdc, phai dung mot cach than trong perindopril arginine
cho bénh nhan cé hep van hai Ii va tic nghén dubng ra clia tdm thdt trdi nhu hep van dong mach
chi hodc bénh co tim phi dal.

Thuong t6n than

Trong trubng hop thuong tn than (do thanh thai creatinin < 60 mi/phit) lifu khai dau perindopril nén dudc
diéu chinh tily thudc vao do thanh thai creatinin clia bénh nhén.

G bénh nhan suy tim c6 triéu ching ha huy8t dp sau khi diéu tri thudc ic ché men chuyén c6 thé dan dén
thuong t6n hon niia chifc ning than. Suy than cap, thuding hoi phuc, da timg dugc bao céo.

G bénh nhan co hep dong mach than 2 bén hodc hep dong mach than cla than don doc ma duge
diu tri thubc ic ché men chuyén, thi cd thé cd ting urea va creatinin mdu, thudng s& hoi phuc khi
nging liéu phap.

Tdng mén cam/phl mach

Phi mach ving mat, chi, moi, mang niém mac, @i, thanh mon va/hodc thanh quén tling didc béo
cao, nhung rdt hiém & bénh nhan diéu tri thusic dc ché men chuyén,

Tang kali mau:

Tang kali huy8t thanh dugc quan sat & bénh nhan dang ding thudc (c ché men chuyén, bao gdm b,
perindopril. Bénh nhan co nguy co ting kali gém bénh nhan suy than, ti€u dudng khong kiém soat
dude, nhing bénh nhan dang ding déng thai thudc Igi tiu gilr kali, dang dung san phdm c6 kali hodc
mudi co kali hodc bénh nhan dang dung thudc khac ma gy téng kali (nhu heparin).

Tré em o>
Higu qua v& an toan ciia thudc & tré em chua dugc xac dinh, vi vay perindopril khong dugc khuyén cao -
dung cho tré em. '.;a:;;._:‘_: |
Thai kv nudi con bing sita me: Khong biét perindopril co dudc bai tiét qua sita me khéng, vi vﬁy

perindopril khong dudgc khuyén cdo diing cho bénh nhén trong thai ky nudi con bdng siia me.
Phu nif ¢6 thai: Chong chi dinh. PRAL |
Tac dong chia thudc khi 1di xe va van hanh may mac: Chong mat hodc mét moi co thé xay ra, nén SE
than trong khi lai xe va van hanh may moc. //

TAC DUNG KHONG MONG MUON:

Thudgng gap, ADR > 1/100:

Nhiftc ddu, réi loan tinh khi va gidc ngll, suy nhuge, roi foan tiéu héa, r6i loan vi gidc, chudt rit, ndi
man, ho khan.

it gap, 1/1000<ADR<1/100:

B4t Iuc, khé miéng, hemoglobin gidm nhe, tang kali huyét.

Hiém gap, ADR<1/1000:

Phu mat, d4u chi, mdi, I6i, thanh mon, thanh quén fam kho thd hodc kho nudt.

Théng bdo cho bac sT nhifng tdc dung khéng mong mudn gap phai khi st dung thude.

TUGNG TAC THUOC:

_ Dung déng thai thusc Igi tiéu gil kali, san phdm co kali hodic mugi co kaii véi perindopril c6 thé gay
tang kali huyét thanh. Mic du vay, néu phdi hop nay td ra cdn thiét thi nén ding mot céch thén trong

va phai thubng xuyén déanh gid kali - huyét. . o
g
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— Thubc lgi tifu: benh nhan dung thudc loi tiéu c6 thé xay ra gidm huy8t &p qud mic sau khi khéi dau
diBu rj vdi thubc Uc ché men chuyén.

— Lithi: Tdng ndng do lithi huyét thanh va tang doc tinh cla lithi ¢ hdi phuc da ting dudc bdo céo
khi diing chung lithi véi thudc (ic ché men chuyén.

— Thubc khang viém khong stercid: Dung thudc khang viém khang steroid ¢d thé lam giam hiéu qua
ha huy&t dp clia thusc (c ch& men chuyén. Thém vao do, thudc khdng viém khong steroid va thudc Uc
ché men chuyén lam tdng them néng do kali huyét thanh va lam giam chitc ndng than.

— Thubc ha huy8t 4p va thudc gidn mach: Ding déng thoi v6i cac thuSic nay sé lam tdng thém higu
qud ha huyét ap cla perindopril. Dung déng théi véi nitroglycerin va dan xuat nitrat khac, hodc thudc
gian mach khac co thé gay ha huyét &p hon niia.

— Thubc chdng dai thio dubng: ding ddng thdi thudc Gc ché men chuyén va cac thudc chdng dai thao
duong (insulin, cdc thudc ha dutng huyét dang udng) co thé lam ting tac dung ha dudng huy8t véi
nguy co tut dudng huy&t, Hién tuong nay cé kha ning xay ra trong tuan dau tién két hgp diéu tri va ¢
bénh nhén suy than.

— Dung dbng thoi v6i mot vai thudc gay mé, thudc chng trdm cam ba vong, véi thudc dc ché men
chuyén cb thé gay ha huyét a4p hon niia.

— Thubc giéng giao cadm cb thé gay gidm hiéu qué ha huyét 4p cla thudc dc ché men chuyén.
QUA LIEU VA CACH XU TRi:

- Triéu chifng: Lign quan dén tut huyét ap.

—~ Piéy tr: Rita da day, truyén finh mach dung dich mudi déng truong. C6 thé ti€n hanh loc mau.
TRINH BAY:

DPECOSYL® ARGIN 5: Hop 3 vl x 10 vién nén.

OPECOSYL® ARGIN 10: Hop 3 v x 10 vién nén.

BAD QUAN: O nhigt dusi 30°C, nai kho rao, tranh anh sang.

HAN DUNG: 36 thang ké tii ngay sdn xudt. Khong dung thudc khi qué han sk dung.

THOI GIAN XET LAI TG HUGNG DAN SU DUNG:

BE XA TAM TAY TRE EM.
POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG.
KHONG DUNG QUA LIEU CHi DINH
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC ST

Nha sdn xudt:
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CONG TY CO PHAN DUGC PHAM OPV
L6 27, budng s6 3A, Khu Cong Nghiép Bién Hoa Il, TP. Bién Hoa, Tinh Ddng Nai.
PT : (061) 3992999 Fax : (061) 3835088
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