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Parindopril Erbumine
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INDICATIONS - CONTRAINDICATIONS
DOSAGE - ADMINISTRATION -
PRECAUTIONS - SIDE EFFECTS :
See enclosed leaflet

MA&u nhan vi

gL (SaWipharm J5C0)

Ao DS S AX: HD:

* sawi Dopril 8

Perindopril Erbumine 8 mg
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WOCLAL HENPONSIRILITIES

* sawi Dopril 8
Perindopril Erbumin 8 mg
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Perindopril Erbumine 8 mg
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* sawi Dopril 8
Perindopril Erbumin 8 mg
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iption only medicine
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BOX OF 3 BLISTERS x 10 FILM-COATED TABLETS,
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SaVi Dopril 8

Perindopril Erbumin 8 mg

HOP 3 VI x 10 VIEN NEN BAO PHIM,
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Perindopril Erbumine 8 mg

STORAGE : Keep in a dry place,
do not store above 30°C.

saw:Dopril 8

Protect from fight. Manutactured by
. SAVI PHARMACEUTICAL J.5.Co.
SPECIFICATION : Manufacturer's
[ SaWipharm J.5.0)

READ CAREFULLY THE LEAFLET
BEFORE USE
KEEFP OUT OF REACH OF CHILDREN

Lot No. Z.01-02-03a,
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TO HUONG DAN SU DUNG THUOC

Ry Thudc bin theo don
Vién nén bao phim SaViDopril 8
CONG THUC :
- Perindopril erbumin ..........cccocvnnnr siveierinsirieniinin 8 mg
= TRAwIO VR O a s s, 1 vién

(Tinh bt bién tinh, lactose monohydrat, celulose vi tinh thé,
magnesi stearat, silic dioxyd, hypromelose 606, polyethylen
glycol 6000, titan dioxyd, green lake)

DANG BAO CHE : Vién nén bao phim

DUQCLYCHQC

Perindopril 1a mt thudc trc ché enzym chuyén déi angiotensin,
tac dung thong qua hoat tinh cia chit chuyén hoa perindoprilat,
Perindopril ngén can angiotensin I thanh angiotensin II, mot chét
co mach manh va thic ddy t bao co tron mach méu va co tim
tang tru¢ng, Thude ciing lam giam aldosteron huyét thanh nén da
lam giam gifr natri trong co thé, lam giam phan hiy bradykinin,
mot chat gian mach manh va 6 thé 1am thay ddi chuyén hoa chét
prostanoid va irc ché h¢ thén kinh giao cam.

O ngudi tang huyét &p, perindopril lam giam huyét ap bing céich
lam gidm sirc can ngoai vi toan than, kém theo ting nhe hodc
khong tin s6 tim dép, luu lugng tAm thu hodic lwu lugng tim.
Thudc thudng gdy gidn dong mach va c6 thé ca tinh mach. Ha
huyét 4p thé dimg va nhip tim nhanh it khi xay ra, nhung thutng
hay xay ra & nguti gidm natri mau hofic giam thé tich mau, Huyét
ap tro lai binh thudng trong vong mot thang va van én dinh
khong virot qua téc dung didu tri khi diéu trj lau dai. Ngung diéu
tri khong gdy hién twong dji nguge. Téc dung duoce duy tri sudt
24 gitr khi udng 1 mét lan. Gian mach va phuc hdi tinh din hdi
ctia dong mach 16n da dugc khing dinh kém theo giam phi dai
that tréi.

Ding thém thude lgi tiéu s tang ti da tac dung ha 4p. O ngudi
suy tim sung huyét, perindopril lam giam phi dai thit tr4i va tinh
trang thira collagen dudi ndi tim mac, phuc hdi diic tinh iso
enzym ciia myosin va giam sy xuét hién loan nhip tai twéi mau.
Perindopril giam tai cho tim (ca tién va hau tai). Perindopril lam
giam 4p lyc 48 ddy thét phai va tréi, giam sirc khang ngoai bién
toan thén, giam nhe tén sé tim, tang cung lugng tim. Véi lidu
dugc khuyén céo, huyét 4p khong thay dbi ro khi ding lidu diu
tién cling nhur l4u dai. Didu tri thudc dai han khong lam thay ddi
chirc nang thin hofic kali mau. Thubc khang lam thay déi dung
nap glucose, néng A0 acid uric hogc cholesterol trong méu.

DUQC PONG HQC

Sau khi uéng, perindopril dwgc hip thu nhanh g!at nbng do dinh
trong 1 gi¥) va chuyén hoi manh, chi yéu ¢ gan thanh
perindoprilat ¢6 hoat tinh va mt s6 chat chuyén hoa khac khong
c6 hoat tinh bao gbm céc glucuronid (sinh kha dung : 65-70%).
Nira doi thai trix cia perindopril trong huyét twong 1a 1 gid.
Khoang 20% dugc bién ddi sinh hoc thanh perindoprilat. Dinh
ndng do perindoprilat trong huyét twong dat dwge sau 3 - 4 gid.
Thirc an lam giam sy bién i sinh hoc thanh perindoprilat va do
d6 giam sinh kha dung. Thé tich phan b6 ciia perindoprilat tw do
xfip xi 0.2 likg. Thudc it gin véi protein, dudi 30%, nhung 18
thugc nng d9. Perindoprilat dugc thai trir trong nude tiéu va thoi
gian ban thai phén thudc tir do vao khoang 3 dén 5 gior. Sy phén
ly perindoprilat gén véi enzym chuyén déi angiotensin tao ra thoi
gian ban thai “hiéu dung” la 25 gio. Khong thdy hién tugng tich
lily perindoprilat sau khi dung liu Idp lai, va thoi gian bén thai
perindoprilat trong khi ding liéu 14p lai pho hop véi thdvi gian ban
hoat cia nd, dén dén trang thai nong dd dn dinh trong 4 ngay.0)
ngudi cao tudi, ngudi suy tim sung huyét va ngudi bénh suy than,
perindopril thai trir chdm hon. Viéc chinh liéu cin dya vio d6
thanh théi creatinin. D9 thanh thai thim phan cia perindopril 1a
70ml/phit.

CHI PINH DIEU TR]
Tang huyét ap

LIEU LUQGNG VA CACH DUNG

Thudc ndy chi ding theo si ké don ciia bdc si.
* Cdch dung: !
Perindopril erbumin (SaViDopril 8) thudmg dwge udng mot lin
vio budi sang, truéc khi &n sang, vi dd sinh kha dung ciia chét

chuyén hoé ¢6 hoat tinh ciia n6 12 perindoprinat bi thirc 4n 1am bién

doi. Perindopril dugc udng dudi dang don lidu hang ngay.

* Liéu hegng diéu tri téing huyét ap dng mach nguyén phat :

- Truong hop tang huyét 4p nhumg chua timg xay ra suy giam

nue hay natri, hogc suy than (tirc trong dién kién binh thutmg):

Liéu don t6i da hang ngay la 8 mg/24 gior (uéng mot ldn). Néu

cin thiét, 6 thé ding dong thoi mot thude Igi nigu khong gilr kali

dé giam thém huyét ap.

Cén giam sat d¢ thanh thai creatinin va kali huyét thanh truéc khi

diéu trj va trong 15 ngay ké tir khi bt ddu didu tri.

- O nguoi bénh cao tubi: Khéi ddu didu trj bang liu thip (2

mg/ngay (*) - ubng vao budi séng trude khi an) va néu cdn thiét,

c6 the tang Ién 4 mg/ngay (*) sau mét théng diéu tri.

Trudng hop c6 suy thén: phai diu chinh liéu theo tinh trang chire

nang thdn cia bénh nhan, néu thim kham truéc khi ding thude

cho théy c6 diéu bit thudmg so véi tudi bénh nhan.

Ghi cha

(*) Sir dung cée san phdm co sin voi ham lugng phi hop ké trén.

- Liéu ban ddu phai thdp, dic biét vao céc truomg hop: ey
+ Huyét 4p ban déu binh thuomg hoic thép. Gl
+ Suy thén. . ) ‘
+ Natri mdu giam, khong ke c6 do thude (lgi niéu) gdy ra hay

khong.

- Liéu hang ngay dwrge chon sao cho huyét 4p tam thu thé dimg

khong ha dudi 90 mmHg.

CHONG CHi PINH KT
- D4 ¢6 min cam voi perindopril, a8
- C6 tién st bj phi mach (phdt Quincke) ¢6 lién quan dén viéc R
diing thudc {rc ché enzym men chuyén. o g
- Ngudi mang thai hoc cho con bi (xem thoi ky mang thai va

cho con ba).

CANH BAO VA THAN TRONG KHI DUNG THUOC
* Chung :

Trudmg hop suy tim, mét mudi, mét nuée .., nguy co tut huyét ap
vahofic suy thin: mét nhidu mudi va nudc (n nhat hoan toan
va/hofic didu tri lgi tiéu), hodic hep dong mach than dén dén sy kic
thich h¢ renin-angiotensin. Do vy, khi chen hé nay bing thude 1
ché enzym chuyén c6 thé gay tut huyét 4p, nhét 1a lidu diu va tron
2 tudn diu tri, vivhoge suy chirc ning than, doi khi cAp tinh, :
ring hiém gap va dién ra trong mot thoi gian khong cb dinh. Do d§{ = |\DUCC F
khi bt ddu didu tri, cdn tuan thi mot s6 khuyén nghi duci da\\*
trong mot s6 tnromg hop dac biét, nhu sau:
- Trong ting huyét 4p da diéu trj loi tiéu tir truoc, cén phai:

+ Ngung thude loi tiéu it nhit 3 ngay trude khi bit dau ding
perindopril (SaViDopril 8), rdi sau d6 dung lai néu cén..

+ Néu khong thé ngumg, nén bét ddu dicu trj véi lidu 2mg.
- Trong ting huyét 4p dong mach than, nén bt du didu trj véi lidu
thip 2mg (xem tang huyét 4p do mach méu than), '
Nén dénh gi4 creatinin huyét twong trudc khi bit dau diéu trj va
trong thang dau diéu trj.
- Trong suy tim sung huyét da diéu tri véi thudc lgi tiéu, néu c6 thé
nén giam lidu thude lgi tiu vai ngay true khi bit ddu ding
perindopril (SaViDopril 8).
- Trén nhimg nhém ngudi c6 nguy co, dac biét 1a ngudi suy tim
sung huyét ning (46 IV), ngudi cao tudi, ngudi bénh ban diu ¢6
h ap qua hotic suy chirc ning than, hodic ngudi bénh dang
diing thude lgi tiéu liéu cao, phai bit diu ding liéu thip 1mg, dudi
sy theo ddi cua y té.
* it

Céc phan (mg gibng phan vé (phi né moi va ludi kém kho th va
tut huyét 4p) d& duge ghi nhan trong khi thim phan mau véi mang
¢6 tinh tham cao (polyacrylonitril) trén ngudi bénh duge diéu trj
thude trc ché enzym chuyén. Nén tranh sy phéi hop nay.

* Trong truedng hop suy than:

Cén chinh lidu perindopril (SaViDopril 8) theo mirc do suy than.
Trén nhimg ngudi bénh nay, thai do thong thuong 14 phéi dinh ki
kiém tra kali huyét va creatinin,

* I'ﬁng%{qgg’g mach mdu than:
Tang huyét 4p do mach mau thin phai diéu tri bing cach tai tao

mach mau. Tuy nhién perindopril (SaViDopril 8) co thé hiru ich
cho ngudi bénh tang huyét 4p do mach méu than chér phiu thuat
chinh hinh hofic khi khong mé duwgc. Khi 4y phai bat ddu diéu trj
mét cach thén trong va theo doi chirc nang thén,

IR
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* Iré em:

Vi khong ¢6 nghién ciru trén tré em, nén trong tinh trang hiéu biét
hién nay, perindopril (SaViDopril 8) chéng chi dinh ding cho tré
€m.

a - a2
*Th

Trén ngudi cao tuoi: :
Nén bat ddu diéu tri v6i liéu 2 mg ngdy, ding mot lan, va phai
danh gi4 chirc nang thén trude khi bat ddu didu tri.
* Can thiép phdu thudt:

Trong truong hop gdy mé dai phiu, hodc din mé bing thude c6
thé gy ha ap, perindopril (SaViDopril 8) c6 thé gay tut huyét ép,
phai chira bing cach ting thé tich mau.

* Suy tim sung huvét:

Trén ngudi bénh suy tim sung huyét tir nhe dén vira, khong thiy
thay ddi c6 ¥ nghfa vé huyét 4p khi ding liéu khéi ddu 2 mg,

Tuy vy, trén ngudi bénh suy tim sung huyét ning va ngudi bénh
¢6 nguy co, nén bit diu ding bing lidu thép.

TUONG TAC THUOC

- Tdc nhan lam giam tdc dung: thubc khang viém khing steroid,
corticoid, tetracosactid.

- Tdc nhdn lam ting tde dung: Mot sb ngudi bénh da dung loi tiéu
tir trwde, nhét 12 khi méi diéu tri gin ddy, tic dung ha 4p co thé sg
trér nén quéa mirc khi bét ddu dung perindopril (SaViDopril 8).

- Phéi hgp v6i thudc an thin kinh va thudc chéng trdm cam
imipramin s& 1am tang nguy co ha huyét 4p thé dimg.

- Thuéc tri déi thdo dwomg (insulin, sulfamid ha diimg huyét):
ciing nhur céc thubc tre ché enzym chuyén ddi angiotensin khéc,
pcrindl?gcril (SaViDopril 8) 1am ting tac dung ha huyét 4p cua
céc thudc nay.

- Tdc nhdn lam tang dge tinh : Phdi hgp perindopril (SaViDopril
8) véi cac mubi kali va véi thudc lgi tiu gilt kali co nguy co ting
kali-huyét va suy than. Khéng nén phdi hgp nhimg thube gy ting
kali-huyét voi thubc trc ché enzym chuyén, trir trudmg hop ha kali-
huyét. Mac di vy, néu phdi hgp nay t6 ra cén thiét thi nén ding
mdt céch thin trong va phai thudmg xuyén danh gia kali-huyét.

- Lithi : Tan%kali-huyé

- Khong thdy c6 tuong tdc dugc dfng hoc khi ding chung
perindopril (SaViDopril 8) véi digoxin. Khong cin thay déi liéu
digoxin trong trudmg hop ding chung trén ngudi bénh suy tim sung

huyét.
TRUONG HQP CO THAI VA CHO CON BU

Trudng hgp cb thai:

Liéu cao trén chudt va thé c6 doc tinh cho thai va con vét me khi
dung nhimg liéu cao nhét. Khong phat hién duge doc tinh cho me
va thai. Cho dén nay chua c6 so ligu vé perindopril (SaViDopril
8) trén ngudi, Trén ngudi bénh duge diéu trj voi thude e ché
enzym chuyén :

- Mot s6 it trudmg hop chdm ting trwdmg trong tir cung, sinh non
hofic tn tai 6ng dong mach dugc ghi nhan, nhumg khong thé khing
dinh chinh x4c 1a do thude hogic do cac bénh tiém 4n.

- Mot s6 hiém truémg hop vo nidu so sinh khong déo nguge duge
da duge théng bao, sau khi me dugce didu tri kém véi thudc loi tiéu,
- Khong ding cho ngudi mang thai.

Trudng hep cho con bi:

- O loai dong vat, mot lwgng nho perindopril (SaViDopril 8)
dugec tiét vao siva meg. Chura c6 sé ligu trén nguoi,

- Khong ding cho ngui cho con bi.

thude i xe va vin hanh ma :
Céc nghién ciru dé xac dinh anh hudng ciia perindopril trén kha
ning l4i xe va véin hanh méay moc chua duge thyre hign. .
Khi 14i xe hoic van hanh méy nén luu ¥ ring ha huyét 4p c6 thé
xay ra trong thoi gian diéu tri.

Théng bdo cho Bdc st nhitng tde dung khong mong mudn
gdp phai khi sir dung thubc.

TAC DUNG KHONG MONG MUON CUA THUOC (ADR)

* Thuong gap, ADR > 1/100
- Thin kinh; Nhire ddu, réi loan tinh khi va/hoic gidc ngu, suy
nhuge; khi bt ddu dilu tri chua kiém soét ddy du duge huyét ap.
- Tiéu hoa: Réi loan tiéu ho khéng dic higu va da co thong bao
vé rbi loan vj gidc, chong mit va chuft rit.
- Ngoai da: Mot s6 it trudng hop ndi mén cyc b trén da da duge
théng béo. )
- Ho hép: Dai khi c6 théy trigu chimg ho, ndi chung khong giy
kho chiju 1am; chi 14 ho khan, kiéu kich img.

* [t gap, 1/1000 < ADR < 1/100.
- Mét sb dfu higu khong c6 tinh dic higu: bét lyc. khd miéng.
- Mau; C6 thé thiy hemoglobin giam nhe khi bat déu diéu trj.
- Sinh ho#: Tang kali-huyét, thuomg la thoang qua. C6 thé thiy
ting uré-huyét va creatinin-huyét, va hdi phuc duge khi ngung
diu trj.

* Hiém gap, ADR < 1/1000
Phit mach (phit Quincke) & mat, ddu chi, méi, ludi, thanh mén
va‘hodic thanh quan.

QUA LIEU VA XU TRI

DAu higu va trigu chimg; Lién quan véi tut huyét ap. )
Diéu trj; Rira da ddy va 14p ngay mot dudng truyén tinh mach dé
truyén dung dich mudi déng trrong.

Perindopril (SaViDopril 8) c6 thé thdm phin dugc (70 ml/phat)

PONG GOI: Hop 03 vi x 10 vién.
BAO QUAN: Noi khd, nhiét d khong qua 30°C, tranh 4nh séng.

TIEU CHUAN AP DUNG
Tiéu chudn co so.

HAN DUNG

36 thang ké tir ngay san xuét
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DPé xa tim tay ciia tré em,
Doc kj hudng din sit dung truede khi ding.
Néu cin thém théng tin, xin hdi y kién Bdc st.

Sin xudt tai ; v\\:?‘ /
CTY CO PHAN DUQC PHAM SAVI (SaWipharm m;;:\’“,/
L6 Z.01-02-03a KCN trong KCX Tén Thugn, Quin 7, Tp HCM~="
Dién thoai : (84.8) 37700144-142 Fax : (84.8) 37700145

Tp. HCM, ngay 24 théng 9 nam 2015
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