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1. Label on the smallest packing unit:

2. Intermediate label:
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Indapamide hemihydrate 2.5 mg
90 film-coated tablets

Rx Prescription drug

9, o Y
Indapamide hemihydrate 2.5 mg

Composition: Each tablet contains: i
Indapamide hemihydrate 2 5 mg, I

Box of 3 blisters x 30 fiim-coated tablets |

@ alphapharm

Indapamide hemthydrate 2.5 mg

80 film-coated tablets

Indapamide hemihydrate 2,5 mg
80 vién nén bao phim

|

Rx Thudc ban theo ddn
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Indapamide hemihydrate 2,5 mg
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Thanhph&n: M8ivign nén chia:

Indapamide hemihydrate 2,5 mg.

Chidinh, edch diing, chéing chi dinh va céc théing tin
khie: Xin doc trong t& hudng din sl dyng.

Boc ky hudng din sif dyng trude khi ding.

Dé xa thm tay tré am.

Hop 3 vi x 30 vién nén bao phim
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Rx Thuéc ban theo don
Dapa-tabs
Indapamide hemihydrate 2,5 mg

Doc ky hwéng din siv dung trwéc khi ding. Néu cin thém théng tin,
bac si. \NEA, P
Thuédc nay chi ding theo don cla bac si.

Trinh bay )
Vién nén bao phim mau hong. Hép 3 vi x 30 vién = 90 vién.

Thanh phan
Mai vién nén chira:
Hoat chét: Indapamide hemihydrate 2,5 mg.
Ta dwoc: Lactose khan, cellulose vi tinh thé, croscarmellose natri, natri starch glycolat,
magnesi stearat, mau héng Opadry OY-6953 ﬂq . /
L

Chi dinh

Diéu tri tang huyét ap vé can. Thubc c6 thé dwoc ding mét minh trong diéu tri ting
huyét ap. Théng thuweng, indapamide dwoc st dung didu tri nhw mot thubc ban dau
trong phwong thire diéu tri phéi hop nhiéu thube.

Chéng chi dinh )
V6 niéu, gidm niéu nang va tién trién, hén mé gan. Qua man cam véi indapamide hay
v&i cac dan chét sulfonamide khac. Nguwoi bénh méi bi tai bién mach mau nao.

Liéu lwong va cach dung
Nguoi Ién: Liéu dung cho ngwdi 1én 1a 1 vién 2,5 mg indapamide hemihydrates méoi
ngay, udng vao bubi sang. Tac dung cla indapamide tang dan va dat hiéu qua tdi da
sau 4 tuan. Huyét ap co thé tiép tuc giam sau 4 dén 6 tuan tiép theo. Khéng diing liéu
hang ngay cao hon 2,5 mg vi tac dung chéng tang huyét ap khéng tang thém ma tac
dung loi tiéu lai thé hién ré.

C6 thé phdi hop liéu 1 vién indapamide méi ngay véi cac thubc chéng ting huyét ap
khac nhw thuéc B-blocker, methyldopa, clonidine, prazosin, va cac thudc trc ché men
chuyén angiotensin (ACE).

Khéng st dung phdi hop véi mét thudce loi tiéu khac vi sé gay ra rdi loan dién giai dang
ké. Indapamide c6 tac dung ha huyét ap nhe nhwng tac dung nay kéo dai t¢i 1 hay 2
tudn sau khi ngwng diéu tri.

Than trong
Thay dbi vé dién giai: Thay dbi ve dién gidi dwoc thay ré hon khi siv dung indapamide
voi liéu cao hon 2,5 mg/ngay. Liéu khuyén céo téi da mdi ngay la 1 vién 2,5 mg
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indapamide hemihydrate, vi liéu trén 2,5 mg chi lam tang tac dung loi niéu va rdi loan
dién giai do lei niéu ma khéng lam téng tac dung chong tdng huyét ap.

Giam kali huyer Giam kali huyét c6 thé xay ra & tat ca cac liéu diing. Triéu chirng clia
giam kali huyét bao gdm mét mdi, chudt rat, va loan nhip tim. Giam kaii; & |3 méi
nguy hiém dac biét & nhirng bénh nhan dung thuéc digital; ¢ th/e%@n’rfén‘g\au nguy
hiém hodc ting loan nh|p tim gay tlr vong. Mic du liéu hang ngay cﬁ%l‘*mdéfpamde
hemihydrate 2,5 mg c6 thé duwoc su dung an toan cho bénh nhan tang mﬁf@t ap kém
suy chirc nang than, can theo doi c&n than khi dung thudc cho bénh-nhan é@lgmﬁan néang
b&i vi thudc dang khéng ddi dwoc thai trir chd yéu qua than. \ ,,\ZJEET Msﬁ /3 g

Tang acid uric huyét: Tang acid uric huyét c6 thé xdy ra trong khl Huag.-mdapamlde.
Bénh gut da dwgc bao cao tuy rat hiém gap.

Lithi: N6i chung, cac thudc loi tiéu khdng nén dugc dung dong thoi voi lithi bdi vi cac
thude loi tiéu lam giam d6 thanh thai than dbi véi lithi va tang nguy co ngé dgc lithi. Iy

Mat cén bang dién gidi: Bénh nhan dung indapamide nén duoc theo déi, kiém tra cac
dau hiéu va cac triéu chirng ciia méat can bing dich hoic dién gidi; cu thé la gidm natri
huyét, giam chlor huyét va gidm kali huyét. Nito uré va uric acid trong mau cling nén
duwoc danh gia trong khi dieu tri. Giam kali huyét sé thuwong gép hon khi ding thudc
dong thei voi lieu phap steroid hay ACTH (Adrenocorticotropin) va khi lwgng chét dién
giai dwa vao khdng du.

Cac dau hiéu clia mat can bang dién giai |a khd miéng, khat nuée, yéu 6t, ngd lim, budn
ngu, bon chon, dau co hay chudt rat, mai co, ha huyét 4p, gidm bai niéu, roi loan tiéu
héa nhw budn ndn va nén mra, nhip tim nhanh va cac thay doi trén dién tam dé.

Bénh gan nang: Nén than trong dac biét trong diéu tri bénh nhan bj bénh gan ning dé
tranh chirng nhiém kiém chuyén hoa trong trieérng hop mat kali ¢6 thé thic day bénh
nao gan {(bé&nh canh ndo do gan).

Ha huyét ap: Ha huyét ap thé dirng co thé xay ra va co thé dwoc ting kha nang xay ra
b&i viec dung cdn, cac barbiturate, thudc gay ngd hoac dung ddng thdi véi cac thude
chéng tang huyét ap khac.

Khi indapamide dwoc dung véi cac thuéc chéng tang huyét ap khéng loi niéu khac, tac
dung Ién huyét ap tang Ién.

Phan (ng ngoai da: Cac dan chét sulfonamide da dwoc bao cao 1a lam ndng hay hoat
hoa bénh luput ban dé toan than. Cac phan (rng di rng da nghiém trong (nhw hdi chikng
Stevens-Johnson) ciing dwgc bao cdo 1a co lién quan véi thudc sulfonamide. Nhitng
kha nang nay can dwoec lwu y khi st dung indapamide.

Suy chire nang than: Mac du indapamide hemihydrate véi liéu dung 2,5 mg/ngay cé thé
an toan ddi véi bénh nhan tang huyét ap bi suy chirc nang than, viéc diéu tri nén ngirng
lai néu chirng tang nito niéu va gidm bai niéu xay ra. Cac nghién clru & nhitng bénh
nhan khéng cén chirc ndng than dang tham tach mau thwong xuyén trong mét thang



khéng cho thdy dau hiéu cda sw tich Iy thubc, mac du thwe té indapamide khong thé
tham tach.

e
St dung cho phu nir cé thai (Mu’c dd nguy co' C) ~'-'nf]-u—‘—1 ”0“\
Cac thubc thiazide, cac thubc loi tiéu cung nhém va cac thude | i(géumﬁdl He,n{e vao
dwoc tudn hoan clia bao thai va cé thé gay ra réi loan dién gla?ingamﬁ!étﬂ cau@\tre SO
sinh da du’qrc bao cao ddi voi cac thudc thiazide va cac thuoc 1@11 tg?l ﬁﬂ‘ﬂ&' hﬁnj Cac
thuéc loi tiéu quai Henle nhw frusemide va bumetanide c6 thé cOng Ien quan, & m nguy
co nay. Trong glal doan cubi cda thai ky, cac thudc nay chi nén ﬁwa’sdu khl ﬂucrc chi

dinh hop ly, va & liéu thap nhat cé tac dung. H-__f‘___ 2

Khéng cé théng tin nao vé viéc st dung indapamide cho phu ni¥ cé thai. Mac du cac
nghién clru trén dong vat da khong duwa ra bat ky tdc dung gay quai thai nao,
indapamide khéng dwoc khuyén céo ding cho phu ni¥ ¢é thai trir phi loi ich mang lai
cao hon nguy co c6 thé xay ra.

Dinh nghia phén loai ctia Uc vé mic dé nguy co C. Cac thubc, ma cac tac dung dwoc Iy
clia n6 da gay ra hodc cé thé bi nghi ng& gay ra cac tac dung cé hai trén bao thai nguoi
hodc tré so sinh ma khéng gay ra cac di dang. Cac tac dung cé hai nay co thé khic
phuc dwoc. Nén tham khao bai viét kém theo dé biét thém thong tin. /u/

Str dung cho phu ni¥ cho con b )

Chuwa biet indapamide cé thai trlr qua st¥a hay khéng. Vi vay thudc khéng dwoc khuyén
cao diung cho phu ni cho con bu b&i vi chwa biét ré nhirng tac dung co6 thé xay ra trén
tré so sinh.

Str dung trong nhi khoa
D6 an toan va hiéu qua chwa dwoc xac dinh.

Tac dung khéng mong muén

Noi chung, hau hét cac tac dung khéng mong muén |a nhe va thoang qua, tac dung
khéng mong muén thwérng gap nhat da dwoc bao cdo la suy nhuwoc, chdng mét, dau
dau, mét mai, chudt rut va cac réi loan tiéu héa, thwong xay ra trong thang dau tién diéu
tri. Cac tac dung khédng mong muén khac la khéng déc hiéu. Phat ban & da va bat luc
da dwoc bao cao thinh thodng cé xay ra.

Cac ty 1& phan tram dwoc trinh bay dwéi day cho biét ty 16 mac phai trong cac thi
nghiém Iam sang.

Tac dung khéng mong muébn thuwdng gédp va ndng nhat Ia mat can bang dién gidi. Sw
thay dbi chat dién gidi da dwoc bao cao bao gdm gidm kali huyét: kali huyét thanh < 3,4
mmol (25%), kali huyét thanh < 3,2 mmol (10%) (Cé dén 25% ca c6 thé can bd sung
thém kali); gidm chlor huyét (9,4%): giam natri huyét (3,1%).

Hé than kinh trung wong (8,1%) . ,
Ty Ié mac phai > 1% < 3%: Suy nhuwgc, dau dau, chéng mat, hoa mat.
Ty Ié mac phai < 1%: Ngl lo me, budn ngd, mat ngd, yéu 6t, ngu lim, réi loan thi giac.

Tiéu hoa (2,6%)
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Ty 1&é méc phai < 1%: Bubn nén/chan &n, khé miéng, dau da day, nén mda, tiéu chay,
tao bon.

Co xwong (1,4%)
Ty lé mac phai > 1% < 3%: Chudt rut.
Ty 1& mac phai < 1%: Dau khép, dau lwng, yéu hai chan.

T:m mach (T‘V)

Niéu sinh duc (0,5%) _
Ty |& mac phai < 1%: Bét lwc, gidm ham mudn, da niéu.

Da (0,5%)
Ty 1é mac phai < 1%: Phat ban, ngira.

( N¢i tiét (0,2%)
i Ty 1&é mac phai < 1%: Gut.

Khac (0,5%) fu[/

Ty 1& mac phai < 1%: U tai, sw khé &/ngét, ra md hoi.

Nhitng bat thwdng trong xét nghiém: Cac gia tri sau day cho biét cac mic do thay doi toi
da so v&i cac gia trj trwdc diéu tri & cac bénh nhan ngau nhién tai giai doan nao dé
trong khi diéu tri, khong nhat thiét trong sudt thoi gian didu tri. Acid uric trong mau Ién
dén 8,6%, glucose trong mau Ién dén 6%, BUN Ién dén 5,7%, creatinine trong mau Ién
dén 3,6%.

Thong bao cho bac si nhirng tac dung khéng mong muén gidp phai khi str dung
thudc.

Tac déng I1én kha nang lai xe va van hanh may méc

Chua c6 cac nghién clru vé tac dong lén kha nang lai xe va van hanh may moc. Tuy
nhién, bénh nhan can dwoc Iwu y khi vén hanh cac loai may méc nguy hiém va lai xe
cho dén khi chic chan rang didu tri v&i Dapa-Tabs khéng lam dnh hwdng bét lgi cho
bénh nhan.

Twong tac véi cac thudc khac va cac dang twong tac khac i

Khoéng cé twong tac nao dugc bao cao gitra indapamide vé&i cac thuoc ha dwéng huyét
dung dwéng udng, thubec chéng déng mau, thude gay acid uric niéu va thudc khang
viém.

Thudc dwoc khuyén cao khong duoc ding két hop voi thude loi tiéu bdi vi két hop nay
c6 thé gay ra giam kali huyét va tang acid uric huyét.

Dwere lwe hoc

Indapamide la mét thubc chéng tang huyét ap duwdng udng. Co ché ma indapamide
phat huy tac dung chéng ting huyét 4p chwa dwoc lam sang té hoan toan; c6 thé cé lién
quan dén tac dung trén mach va ca trén than.



Véi lidu 2,5 mg, tac dung trén than cla indapamide 12 t6i thiéu va tac dung chong tang
huyet ap cla indapamide dwoe cho 12 do giam kha nang phan (ng clda mach mau ddi
v&i cac amin tang ap. Sw phat hién indapamide van duy tri tac dung chaﬁg’ﬁﬁ@huyet
ap & nhirng bénh nhan khang con chirc nang than lam tang thém sw klng h6 dai vai gla
thuyét trén. 80 ‘3 N2

Vi tri tac dung clia indapamide trén than la & phan gan cda ong IuLo’n xa.t Inoﬁ’f:f%me
cha thdy cé déc tinh ting bai natri niéu (natri va chlorur dwoc dao thai vﬁnfsb
tucmg dwong) méc du kém tac dung hon 1én st bai tiét kali niéu hay sw baitiét acid ufic.
Chi & nhung liéu I&n hon 2.5 mg/ngay méi 1am tang dang ké the tich nLro‘Gzt;éa’d/LPcrc
nhan thdy & nguwdi. Khdng cé sy thay ddi dang ké nao vé ndng dé natri trong huyét
trong dwec nhan thdy trong cac nghién ciru 1dm sang. Giam kali huyét dang ké (nong
d4 kali trong huyét twong < 3,2 mmol/L) da duoe bao cao & khoang 10% bénh nhan.

Liéu Indapamide hemihydrate 2,5 mg/ngay khéng gay tac dong khéng mong muén nao
doi vai cac triglyceride huyét thanh, cholesterol ty trong thap, ti I1& cholesterol ty trong
thap-ty trong cao, hoac dung nap glucose. 4] {:
Dwoc ddng hoc -

Do ¢c6 kha nang tan cao trong lipid, indapamide duwee hap thu nhanh (trong vong 0,5 — 1
gi& sau khi ding liéu uéng) va hoan toan qua dwong da day - rudt. Sinh kha dung cla
dang vién nén la 100% va hau nhw khéng anh hwéng khi dung véi thée an hodc thube
khang acid.

Indapamide dwoc phan b réng rai khap co thé, cling véi sw lién két réng véi mét sb vi
tri dac hiéu. Trong mau, thudc gan két cao vai té bao hong cau (80%) va dic hiéu hon,
gan két voi enzyme carbonic acid anhydrase (98%) ma khong (¢ ché dang ké& enzyme
nay. Trong huyét tong, thude gan két tucrng dbi cao v&i protein huyet tuo’ng (79%).
Thube cing dugc hap thu & mlrc dang ké vao ngan huyet quan, thudce cé thé tich phan
bé biéu kién twong dbi thap (khoang 60L) va 40% liéu ding cé & trong mau 1 gio sau
khi diing thudc.

Sau khi dung liéu duy nhat 2.5 mg ciing nhw sau khi diing lidu (3p lai 2,5 mg/ngay trong
15 ngay, thei gian ban hdy trong huyét twong clia indapamide & dang khang ddi 1a 2
pha véi cac thdi gian ban hiy la 14 gi& va 25 gic. Diéu nay cho thay rang c6 thé ding
liéu mat [an mdi ngay va khang cé si thay ddi vé dong Iwc hoc xay ra sau khi dung ligu
ldp lai. Ca hai di liéu dung don liéu va da lidu cho thdy rang déng lwe hoc cua
indapamide & tuyén tinh. Trang thai 6n dinh cla cac néng dé trong huyét twong dat
dwoc trang vong 3 — 4 ngay sau khi bat dau diéu tri va thudc khéng tich liy & nhitng
bénh nhan ting huyét 4p c6 cac mirc dd suy than khac nhau.

Indapamide dwoe chuyén héa manh & gan. Nghién ciru s& dung dong vi phong xa '*C,
dwéng thai trle chinh 18 nwéce tiéu, nhung chi 5-7% liéu dung duwoc thai trir vao nwée
tiéu & dang khéng ddi; 20-23% liéu & dang phéng xa dwoc thai trl theo phan. Do thanh
thai thdn ctia indapamide (& dang khéng ddi) khoang chirng Sml/phut, twong trng véi it
rion 10% dé thanh thai toan phan.
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Kha nang tan trong lipid cao ctia nhém chic indoline gitip indapamide cé kha nang gén
két cao v&i cac cau tridce trong hé tim mach. —

S :
Qua liéu /Q‘,c ONG TY
Triéu chitng: Chwa c6 bao cao vé qua liéu. Dwa trén cac dac tinh [dwogilee ho
indapamide, qua liéu c6 thé dan dén bai niéu qua mac véi mat dﬁ'\ qm@rﬁm
nhan xo gan, qua liéu cé thé dan dén hén mé gan. \ VET NAM
\ (f ““*--__.-/-\\\3‘
Biéu tri: Khong c6 thude gidi doc dac hiéu. Diéu tri qua liéu 1a diéu ‘fFLi@_u_. ng va
cham séc hd tro. Nguwng thude, gay nén, diéu tri mat nwéc, mét can bang dién giai, hon
mé gan va ha huyét ap theo cac qui trinh da dwoc xac lap.

Han dung ]
36 thang ké tir ngay san xuét.

Bao quan

Bao quén dwdi 30°C.

beée thudc xa tam tay tré em.
Khéng duing thuéc qua han diuing dwoc ghi trén bao bi.

San xuét béi: iy
Alphapharm Pty. Ltd. LS
15-25 Garnet Street, f Y 0
Carole Park, QLD 4300, g
Australia PR
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