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Ry Thudc ban theo daon
P DOBUTIL® PLUS
/ o —— P}Nndopril tert-butylamin 4mg + Indapamid 1,25mg
[ cB PHAN \Zz\ Vién nén

.
preil

UGg :: AM 2
THANH PHAN: 51 vied jién chia:

Hoat chat~ s
Perindopril tert-butylamin...................... 4mg
Indapamid..........cccceeeeeecreeeeenn. 1,25Mg

T4 dugc: Lactose monohydrat, cellulose vi tinh thé, natri bicarbonat, magnesi stearat, ) ethanol
96-98%.

(Ykhéng hién dién trong sdn pham cudi.
Mo TA SAN PHAM:

Vién nén dai mau tring.

DUQC LUC HOC:

Perindopril 1a mot thudc Gc ché men chuyén angiotensin, tac dung thong qua hoat tinh
clia chdt chuyén héa perindoprilat. Men chuyén (ACE: Angiotensin Converting Enzyme) la mot
exopeptidase chuyén angiotensin | thanh angiotensin Il - 1 mdt chdt co mach dong thai kich
thich bai tiét aldosteron & vo thugng than gay tdng huyét ap.

Uc ch& men chuyén 1am gidm angiotensin Il trong huyét tuong, din dén ting hoat tinh cla renin

trong huyét tuong (do ic ché con dutng phan hdi ngugc viéc gidi phong renin) va giam tiét
aldosteron. Do men chuyén am bat hoat bradykinin, c ché men chuyén 1am tang hoat tinh clia
hé thong Kallikrein-Kinin tai ch® va trong tudn hoan va cling hoat héa hé théng prostaglandin. Co
ch& nay ciing gop phén lam gidm huyét ap clia cac thudc Gc ché men chuyén, déng thoi mot
phén gdy ra phan tng phu nhu ho.

O nguoi tang huyét dp, Perindopril 1am gidm huyét dp bang cach lam giam sic can &

dong mach ngoai vi. Thudc thudng gy gidn dong mach va co thé cd finh mach. W/
& ngudi suy tim sung huyét, Perindopril 1am gidm tai cho tim, gidm tan sG tim, ting cung
lugng tim.

Indapamid |a mot sulfonamid |gi tiéu. Indapamid c6 tac dung Idi tiéu va chong ting huyét
4p. Thudc Uc ché tai hap thu ion 6 Gng lugn xa, vi vdy lam tdng bai tigt natri clorid va nudc.
Indapamid 1am tinh trang phén ng clia mach méu doi véi cac amin co mach trG lai binh thudng,
lam gidm sic can dong mach nhé ngoai vi. Indapamid vin duy tri dugc hiéu lyc chdng tdng
huyét 4p & nhiing ngudi bénh ting huyét p khong con chic ndng than.

DUGC PONG HOC:

Perindopril dugc hap thu nhanh chéng qua duting udng (dat ndng dd dinh trong 1 gid) va
chuyén hoa manh, chii yéu & gan thanh perindoprilat c6 hoat tinh. Sinh kha dung tr 65 t6i 70%.
Thoi gian ban hily ctia cla perindopril trong huyét tuong la 1 gid.

Khoing 20% thudc dugc bién ddi sinh hoc thanh perindoprilat. Néng do dinh cla perindoprilat
huyét tuong dat dugc sau 3 dén 4 gio. Thic &n lam giam su bién ddi sinh hoc thanh
perindoprilat, do dé gidm sinh kha dung, phai udng thudc mat 1an vao budi sang trudc khi &n.

Thé tich phan b6 clia perindoprilat ty do xdp xi 0,2 litkkg. Perindoprilat gdn it vao protein
(perindoprilat gdn vao men chuyén duéi 30%) nhung phuy thubc vao ndng do. Perindoprilat dudc
thai trif trong nuéc tiu va co thoi gian ban hily & phan thudc tu do vao khoang 3 dén 5 gid. O
ngudi cao tudi, ngudi suy tim va ngudi bénh suy than, perindoprilat thai trr gidm hon. Viéc chinh
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liéu trong trung hop suy than cin dua va do suy thdn (thanh thai giam creatinin). Do thanh thai
thdm phén clia perindoprilat 1a 70 ml/phit.

Dugc dong hoc clia perindopril thay ddi & ngudi bi xa gan, thanh thai thudc me & gan bi gidm
mot nira. Tuy vdy, luong perindoprilat tao thanh khdng gidm, va do d6 khdng cdn phai diéu chinh
liéu.

Indapamid dugc hdp thu nhanh va hoan toan qua dudng da day - rudt. Thilc 4n hay thudc
trung hoa acid hdu nhu khong anh hubng dén su hdp thu clia thuc. Sau khi udng, ndng do dinh
trong mau dat dugc trong khodng 2 dén 2,5 gid. Indapamid ua lipid va phan bd rong réi trong
c4c t8 chic cla co thé. Khodng 71 - 79% thudc gén véi protein huyét tuong. Thudc cling gén
mot cach thudn - nghich véi carbonic anhydrase trong héng cdu. Nifa doi dao thai clia indapamid
khodng 14 dén 18 gid & ngudi trudng thanh chiic ning than binh thudng. G ngudi suy gidm chic
ning than, nifa ddi clia thudc ciing khong kéo dai. Indapamid chuyén hoa manh & gan, chi yéu
thanh cac cht lién hop glucuronid va sulfat. Khodng 60% thuic bai tiét qua nudc tiéu trong vong
48 gid, chi c6 7% thudc bai tiét dudi dang nguyén thé. Khodng 16 - 23% thudc bai tiét vao
phan, qua dudng mat. Loc méu khong loai bd dugc indapamid ra khéi tudn hoan.

CHi DINH:

Piéu tri ting huy&t &p nguyén phat khi ting huyé&t dp khong kiém soat dugc véi don tri ligu
perindopril.

CACH DUNG - LIEU DUNG:
UBng 1 vién/ngay, t0t nhat 12 nén udng vao budi sang, trubc bifa in.
CHONG CHi DINH:

- Qua min véi bat cd thanh phan nao cla thudc hodc véi cac sulfamid.

- Tién sif phi mach (phi Quincke) lign quan t6i viéc st dung thudc dc ché men chuyén.

- Phu thdn kinh vin mach di truyén.

- Phu nif ¢6 thai hodc cho con ba. Vi./
- Suy than trdm trong (d0 thanh théi creatinin <30 ml/min).

- Bénh nao gan.

- Thuong tdn chiic nang gan trdm trong.

- Giam kali huyét.

- Suy tim mét bl chua diéu tri.

LUU Y VA THAN TRONG:

Khong nén sif dung DOBUTIL® Plus cho tré em vi hiéu qud va dung nap ctia perindopril don ddc
hay phdi hgp cho tré em chua dugc xéc dinh.

Trit khi dugc bac ST chi dinh, DOBUTIL® Plus khong dugc phdi hgp véi lithium, mudi kali, thudc Igi
niéu gill kali, mot s& thudc cé thé gdy loan nhip tim, thuc gay mé, allopurinol, cc chat dc ché
t& bao hay thudc Uc ch& mién dich, corticosteroid, céc thudc chdng téng huyét ap khac.

Ho: c6 thé gip ho khan, trong trudng hgp nay bénh nhan phai bdo cdo lai véi bac st dé xin
quyét dinh c6 nén tiép tuc diéu tri hay khong.

Tut huyét ap: Thudc ndy co thé gy tut huyét &p. Tut huyét ap c6 triéu ching co kha ning X3y ra
hon & bénh nhan giam thé tich mau, han ché mudi, tiéu chéy hodc 6i mifa hodc d bénh nhan co
ting huyét 4p I8 thudc nhiu vao renin.

i
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Thuong t6n than

Chdng chi dinh sit dung thudc nay trong trudng hop suy than trdm trong (dd thanh thai creatinin
<30 mi/phat). Khong cén thiét chinh liéu khi do thanh thai creatinin >60 ml/phat. C4n phai theo
ddi dinh ky néng do creatinin va kali trong khi diéu tri DOBUTIL® plus & bénh nhan suy thén.
Nong do kali:

K&t hop perindopril va indapamid khong ngan ngifa dugc khéi phat ha kali, ddc biét & bénh nhén
déi thao dudng hodc G bénh nhan suy than.

T4dng man cdm/phu mach

Phi mach ving mat, chi, méi, niém mac, IuGi, thanh mén va/hodc thanh quan tiing dugc bao
c40, nhung rat hiém & bénh nhan diéu tri thudc dc ché& men chuyén.

Thuong t0n gan:

Khi chilc ning gan bj thuong tn, thudc Igi tiéu thiazid hodc thudc loi tiu tuong ty thiazid c6 thé
g4y bénh ndo do gan. Ngung diing thudc loi tiéu ngay trong trudng hop nay.

Ngudi 16n tudi:

C4n kifm tra chiic ning than va ndng do kali trudc khi bdt ddu diéu tri.

Xo vila déng mach da biét:

Nguy co ha huyét 4p ton tai & tat cA bénh nhan, dic biét & bénh nhan thiéu mau co tim hodc suy
tudn hoan ndo.

Théan trong khac

Than trong trén bénh nhan c6 rdi loan can bing dién gidi, dai thao duting, thdng phong (gout),
ché& do #n kieng mudi nghiém ngdt, suy tim va hep dong mach than.

N&u phat hién c6 thai trong khi st dung thudc nay, nhat thiét phai bo cdo va tham van bac ST
ngay lap tic. Cling phai bdo cho béc si néu ban mudn c6 thai. =
Phu nif c6 thai va cho con bi: Chéng chi dinh. \J
T4c dng ciia thudc khi I4i xe va vdn hanh mdy méc:
Chong mit hodc mét mdi c6 thé xdy ra, nén than trong khi 1ai xe va van hanh may maéc.

TAC DUNG KHONG MONG MUON: .

Cam gidc mét mdi, choang vang, nhic ddu, tdm trang lang lang hodc r6i loan gidc ngl, chudt
rit, tut huyét 4p thé ding, phan (ng di ing, phdt ban da, dau da day, dn m4t ngon, budn nén,
dau bung, téo bon, rdi loan vi gidc, ho khan, khd miéng. |
Phu Quincke. N
T4ng nguy co mét nudc trén bénh nhan cao tudi va bénh nhén suy tim, thay déi két qua xét

nghiém méu, nhu 13 mat kali, ddc biét ¢ bénh nhén cao tudi hay bénh nhan suy dinh duBng. W
Théng bdo cho bac sT nhifng tac dung phy khong mong mudn gap phai khi si dung thudc.

TUONG TAC THUGC: _/

— Dung déng thdi thudc loi tidu giit kali, san phdm c6 kali hoic mui c6 kali véi perindopril c6
thé gy ting kali huyét thanh.

_ Thudc lgi tiu: bénh nhan ding thudc Igi tiéu c6 thé xay ra gidm huyét ap qua mic sau khi
khdi ddu diéu trj vai thudc dc ché men chuyén.

_ Lithium: Tang ndng do lithium huyét thanh va ting ddc tinh cta lithium c6 hdi phuc da ting
dugc bao céo khi dung chung lithium véi thudc dc ch& men chuyén.

— ThuBc khang viém khong steroid: Dung thudc khang viém khong steroid c6 thé 1am giam
hiéu qua ha huyét dp clia thubc tc ch& men chuyén. Thém vao do, thuc khang viém khong
steroid va thudc Uc ché men chuyén 1am ting thém ndng do kali huyét thanh va lam giam
chiic ndng than.
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— Thudc ha huyét ap va thudc gidn mach: Dung déng thai véi céc thudc nay sé lam ting thém
hidu qué ha huyét ap clia perindopril. Dung ddng thdi véi nitroglycerin va dan xut nitrat
khic, hodc thudc gidn mach khac c6 thé gay ha huyét dp hon nita.

— Thubc chdng déi thdo dudng: diing déng thdi thudc dc ché men chuyén va cdc thudc chdng
déi thao dudng (insulin, cac thudc ha dudng huyét dang udng) cd thé 1am ting tic dung ha
dudng huyét véi nguy co tut dudng huyét. Hién tugng nay co kha ning xdy ra trong tudn dau
tién két hgp diéu tri va & bénh nhan suy than.

— Dung ddng thdi véi mot vai thudc gay mé, thudc chdng trdm cdm ba vong, véi thubc ic ché
men chuyén c6 thé gay ha huyét 4p hon nia.

— Thubc giéng giao cam ¢ thé gy gidm hiéu qua ha huyét &p clia thudc dc ché& men chuyén.

— Khong k&t hop Indapamid véi cac thudc Igi tifu khéc vi co thé gay gidm kali huyét va ting
acid uric huyét.

— Khong dung chung véi lithi vi gdy nguy ca ngd ddc lithi.

— Indapamid gidm dap (ng clia dong mach ddi vai chat gy co mach nhu noradrenalin, nhung
khong dil dO& ngan can tac dung clia noradrenalin.

QUA LIEU VA CACH XU TRi:

—  Triéu chifng: r6i loan tiéu héa, budn ndn, ndn, suy hd hdp, tut huyét ap.

— X tric rlia da day, truyén tinh mach dung dich mudi dang truong. Loc méu ¢
Perindopril ra khoi mau. } '

TRINH BAY:

Hop 3 vi x 10 vién nén. Q0 o
BAD QUAN: @
B4o quan & nhiét do dudi 30°C, nai kho rdo, tranh anh séng.

HAN DUNG: 36 thang ké tif ngay san xudt. Khong dung thudc khi qud han st dung.
THOI GIAN XET LAI TO HUGNG DAN SU DUNG:

BE XA TAM TAY TRE EM.
POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG. 2|
KHONG DUNG QUA LIEU CHi BINH )&

NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC S s

Nha san xuét:
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CONG TY CO PHAN DUGC PHAM OPV )
L6 27, Budng 3A, Khu Cong Nghiép Bién Hoa 11, Thanh phd Bién Hoa, Tinh pong Nai.
BT : (061) 3992999 Fax : (061) 3835088



