- MILDOCAP*
(Vién nén khong bao Captopril 25mg) o
CANHBAO:
Thudc ban theo don

Doc kj huedng dan sirdyung tricde khi ding.

Néucinthém théng tin, xin hoi y kién bdc si.

Xinthong bio cho bic st biét cdc tdc dung phy ngogiyxdy ratrong qud trinh si dung.
Déthubexatim tay tré em.

Khaong diing thuéc di qud handing.

THANH PHAN:

M&i vién nén khong bao ¢é chira;

Hoat chat: Captopril................ s 25,00 Mg,

Téduge: Lactose monohydrate, tinh bt ngd, cellulose vi tinh thé, acid stearic,
DUQCLYC HOQC:

Captopril 1a chit re ché enzym chuyén angiotensin [ thanh angiotensin 11, duge ding trong diu trj tang huyét ap va !
suy tim. Tac dung ha huyét dp cia thude lién quan dén trc ché h renin - angiotensin - aldosteron. Renin 1a enzym do
thn san xudt, khi vao mau tdc dung trén co chat globulin huyét twong san xult ra angiotensin I, la chit decapeptid ¢6
ithoat tinh. Nhg vai tro ctia enzym chuyén dang (ACE), angiotensin 1 chuyén thanh angiotensin I1. Chit sau lam co |
mach ndi sinh rat manh, ddng théi lai kich thich vo thugng thén tiét aldosteron, c6 tic dung giir natri va nuée. |
Captopril ngin chiin dugc sy hinh thanh angiotensin I1.

Tadc dung chong tang huyét ap:

Captopril lam giam sirc can ddng mach ngoai vi, thude khong tac dong 1én cung lrgng tim. Tudi méu thén dugce duy
tri hode tiing. Mirc loc cu thn thudmg khong thay ddi. Néu c6 ha nhanh huyét &p & ngudsi benh ting huyét ap kéo dai
hodc huyét dp rét cao thi mure loc cu thin ¢6 thé giam nhét thir, thé hién & sur tiing creatinin huyét thanh. Téc dung ha
huyét dp xdy ra trong khodng 60 - 00 phiit sau khi ubng lidu thir nhét. Thoi gian tac dung phy thude vao lidu: Sau mot
licu binh thuomg, tac dung thudng duy tri it nhét 12 2i0. Trong didu tri ting huyét ap, dap (g diéu tri t6i da dat dugc
sau4 tuandiéu tri.

hGia'xm‘pl'li dai that trai dat dwge sau 2 - 3 thang ding captopril. Tée dung ha huyét 4p khong phu thuge vao tu thé dimg

ay nam. :

Ha huyétdp tu thé (ha huyét dp thé dimg) thuémg it gap, nhung c6 thé xdy ra, diic biét & ngudsi ¢6 thé tich méau giam,
Diéu tri suy tim:

Captopril ¢6 téc dung tét'chéng ting san co tim do irc ché hinh thanh ungiotcnsin 11, 1a chét kich thich ting trudng
quan trong cua co tim. Déi véi ngudi bénh suy tim, captopril 1am giam tién ganh, giam sirc can ngoai vi, ting cung
lugng tim va vi vdy lam tang kha néng lam vigc cta tim, "

Téc dung huyétdong valam sang thudmg xay ra nhanh va duy tri trong khi didu trj. Cai thi¢n 1am sang thay ca & ngudi
bénh ¢6 tac dung huyét dong kém. Tudi miu thin ¢6 the ting nhanh t&i 60%, tic dung nay thudng dat duge tir 60 - 90 |
phitsaukhi uong mdt liéu va dat téc dung tdi da sau 3 - 8 gior, duy tri trong khoing 12 gid. X . i
C6 thé phoi hop captopril véi digitalis va céc thude lgi ticu, Khéng nén phoi hgp véi céc thude lgi tidu giir kali nhur i
spironolacton vi ¢6 thé diin dén tang kali méu njing.

Diéu tri nhéi mau co tim:

Li ich ciia cac chit ire ché ACE 1a lim giam ty I¢ tai phit nhdi méu cortim, ¢6 thé do lam chimtiéntriénxovira
dong mach. Captopril lam giam ty 1¢ chég sau nhdi mau co tim. Nén diing thudc som trong con nhdi méu co tim cap
tinh cho moi ngudi bénh, ngay cé khi co dau higu nhdt thei ri loan chire nang thét tréi,

DUQCDPONGHQC: . "

Sinh kha dyung duéng udng cia captopril khoing 65%, néng 4 dinh ciia thudc trong méu dat duge sau khi udng mot
gi6. Thirc &n khong anh hudng dén hip thu cia thude. Thé tich phdn b6 14 0,7 lit/kg. Nira déi sinh hoc trong huyét
tuong khodng 2 gio. D) thanh thai toan b 14 0,8 livkg/gio, 46 thanh thai cua than la 50%, trung binh 1 0,4 lit’kg/gid.
75% thude duge dao thai Qua nudc tiéu. 50% dudi dang khong chuyén hoa va phin con lai 14 chét chuyén héa
captopril cystein va din chit disulfid ciia captopril. Suy chirc ning than ¢6 thé gay ratich Iy thuée.

CHI DINH:

Tang huyétap

Suytim o
Saunhdi mau co tim (6 ngudi bénh da cé huyét dong dn dinh).
Bénh than do d4i théo dudmg tuyp |

LIEU LUQNG VA CACH DUNG:

Cich diing: Ubng captopril | giis truée biraan,

Liéu ding:

Diéurjtang huyétdp: . ) . . -

Liéu thuong ding: 25 mg/lan, 2 - 3 lin/ngay. Uéng captopril I gior trude khi dn. Liéu ban déu lié thé thap hon (6,25
mg, 2 lan/ngiy dén 12,5 mg, 3 lin/ngay) ciing 6 thé c6 hi¢u qua, dic biét ngudi dang dang thude lgi tiéu, Néu huyét
4p khong kiém sodt duge sau | -2 tuin, ¢ thé ting liéu 161 50 mg, ngdy udng 2 hofic 3 1dn. Thudng khong cin thit
vugt qua 150 mg/ngay. Lic d6, 6 thé cho thém thude lgi tiéu thiazid liéu thip (thi dy 15 mg hydroclorothiazid mi

n; . &

C%anyt)éng huyét ép (khi cin phai giam huyét 4p trong vai gio): 12,5 - 25 mg ubng lip lai 1 hofe 2 lin néu clin, céch
nhau khoang 30 - 60 phat hogc 1au hon, nhung captopril phai duge ding mét cach thin trong.

Diéu tr suy tim: . i ) . ‘ e

Captopril nén ding phoi hyp vai thuoc lyi tiéu. Licu thuong ding 1a 6,25 - 50 mg/lin, 2 lan/ngay; khi cdin, c6 thé tang
liéu 1én 50 mg/lin, 2 lin/ngay. Nguoi bénh giam thé tich tdn hodn hofic ndng do natri méu dui 130 mmol/lit, cin
diing liéu ban dAu thip hon, . i
Diing phdi hop vai thube lgi tiéu lam ting nguy co ha huyét ap, diic bigt khi suy tim, ha natri mu vi & ngudi cao éi,
Bai viy nén ngimg thude lgi tiéu 3 ngay trude khi ding céc chit e ché ACE. Thude lgi tidu duge ding lai sau khida |
diing céc chilt rc ché ACE.

Diéutriréi logn chire ndng thét trdi sau nhdi mau co tim:

C6 thé bt déu ding captopril som 3 ngy sau nhdi méu co tim kém rdi loan chire nang thit tréi, Sau khi dung liéu ban
ddu 6,25 mg, c6 thé tiép tyc diéu trj voi liéu 12,5 mg/ln x 3 14n, sau 6 tang 16n25 my/lin x 3 1in/ngdy trong vai ngdy
tiép theo va nang Ién liéu 50 my/lin x 3 lAn/ngay trong nhimg tudin tiép theonéu ngu(‘y‘i bénh dung nap dugwc thude,
Captopril ¢6 thé két hgp véi nhimg liéu phép sau nhdi mau co tim, nhur thube tan huyét khéi, aspirin, thube chenbeta,
Bénh thgn do ddi thdo duecng tuyp 1: 25 mg, 3 lin mdi ngay, diing 1au dai, Néu chua dgt duge dyng mong muén, ¢c6
thé cho thém céc thudc chdng ting huyét ép (thi dy lgitiéu,...),

Chc abi twgng djc bigt
Bénh nhdn suy thin:
Hg 56 thanh thi creatinine | Liéu ban ddu (mg x lAn/ngay) Liéu nu chua dyt tie dyng sau 2 tudin
mL/phat/m’ (mg x lan/ngay)
<50 12,5 mg x 3 lin 25 mg x 3 ldn
<20 6,25mgx 3 lan 12,5 mg x 3 lin
Bénh nhén suy gan;

i ¢6 bio cdo cdc thude e ché ACE c6 lién quan t6i hoi chimg bt diu véi vang da ir mit, tién trién dén‘hogi tir gan
kich phit va doi khi diin dén tir vong. Co ché cua hi chimg ny chua duge hiéu ro. Do d6 khong khuyén cdo ding
captopril cho bgnh nhén suy gan,

Tréem:

Liéu ban ddu: 300 microgam (0,3 mg)/kg thé trong/ln, 3 linvngay, lidu ¢6 thé tang thém 0,3 mg/kg, cir 824 gids ting
motldn, dén lidu thp nhdt c6 tac dung.

Ngudigia: o o

Ciing gidng nhu céc thube hahuyét 4p khéc, nén khéi ddu diu trj bing captopril voi lidu thiip (6,25 mg) & nhimg bénh
nhan cao twdi. Nén diéu chinh lgi liéu ding dya trén dép img cia bénh nhan va duy tri lidu cang thip cang ét,

Chit gldi: . ) .
Ngudi bénh méic bénh ty miln mo lién két hofic suy thin v6i creatinin huybt thanh duoi 175 micromoV/lit hoje khi
diﬁ i vcai chét (xceché xxiln djch, cn phai kiém tra bach cAu hai tudn mot 14n, trong ba thang dAu tién, Nguoi bnh
cungﬂn gép thly thube néu lhly dauhong, sbt hojic ¢6 ddu higu nbidm khudn,

CHONG CHI DINH: )

Tién sir phis mecl!, méin cam v6i thube, sau nhdi mau co tim (néu huyét dong khong dn dinh). Hep ddng mach thin 2
bén hojic hep dong mach thin & thin dde nhét. Hep ddng mach chi hoie hep van 2 14, bénh co tim tae nghdn niing.



CANH BAO VA THAN TRONG:

Thantrmg . ) sl '
Suy gi 'm chirc nang than. Tham tach mau. Ngudi bénh mét nude vivhoic didy tri thudc |
huyét2p niing. . ) P i

Ban thin captopril ¢6 thé gdy tang nhe Kali huyét, vi viy trinh k&t hop véi cac thuée 1gi tidu giir Kali nhu
spironolacton, triamteren, amilorid; néu dung thude loi tiéu, can phai rat thin trong. Ciing cin thin trong khi ding
cdc mudi co chira kali va phai kiém tra cin bing dién giai thudng xuyén.

6] ngudi bénh tiang hoat d renin manh, ¢6 thé xay ra ha huyét 4p niing sau khi dimg liéu captopril du tién, cin tiém
truyén tinh mach natri clorid 0,9%. Ha huyét 4p nht thoi nay khong can tra vige ti p tuc str dung captopril. Néu liéu
ban diu |1n‘1? (6,25 mg hogc 12,5 mg) thi thei gian ha huyét ap nang s giam,
Néu dai phéu hoiic trong khi gdy mé véi thude c6 tac dung ha huxét dp, cin lwu y‘réng captopril ngin can sir hinh
thanh angiotensin I1, gdy gidi phong renin thir phét, déin dén ha huyét 4p kich phat, cin duge diéu chinh bing tang thé
tich tuan hoan,

Nguy co ting manh céc phin tmg phan vé khi sir dung déng thisi cae chéit irc ché ACE va mang thim tach cé tinh thim
cao, loc méau, rat bat LDL va trong khi giai man cam - ch6ng ditmng.

Captopril ciing gdy phan mg duong tinh gia khi xét nghiém aceton trong nuée tiéu.

ANHHUONG TPEN KHA NANG LAIXE VA VAN HANHMAY MOC:
Ciing nhu cdc thude chdng tang huyét ap khac, kha niing 14i xe va vén hanh miy c6 thé giam xubng, cu thé 1a liic bit

dau dicu tri, hogc khi didu chinh lidu, va ciing c6 khi sir dung két hop véi regu, nhung nhimg tac dung nay phy thuge
vao tinh nhay cdm cua ca nhéan,

i tiéu manh: nguy co ha

TUONG TAC THUOC:
Dung dong thoi furosemid vai captopril gy ra tic dung hiép ddng ha huyét 4p. Ding ddng thoi captopril véi cc thit

chdng viém khong steroid (déc bigt indomethacin) lam giam tac dung ha huyét ap cua captopril. Captopril ¢6 thé lam
tang tré lai ndng do lithi huyét thanh va 1am ting doc tinh cua lithi, Céc chit cuong giao cam lam giam téc dung ha
huyét dp cua captopril. Cyclosporin hofic céc thubc loi tiéu gitr kali ¢ thé gy ting kali khi sir dung déng thoi véi
captopril. j

SUDUNG CHO PHU NU'CO THAI VA CHO CON BU:

Thoi ky mang thai )

Sirdung captopril hoac cc chit tre ché ACE khac trong 3 théng giira va 3 thang cudi cua thai ky c6 thé din dén thuong
tén cho thainhi va tré so sinh gdmha huyét ap, gidm san s so'sinh, vo ni¢u, suy thin héi phuc hodc khong héi phuc va
trvong. It nude 6i ¢6 thé do giam chire ning than thai nhi. Chidm phat trién thai, dé non va con ong doéng mach da xay
ra. Vi vdy khong bao gi dugce diing captopril trong thdi ky mang thai,

Thaoi ky cho con bii

Captopril bai tiét vao sira m¢, giy nhiéu tac dung c6 hai cho tré bi sita me, vi viiy khdng duge ding captopril va cac
chatirc ché ACE khac di véi ngudi cho con b,

T,{\C DUNG KHONG MONG MUON (ADR):

Hauhét cic ADR la cbén{; mit va ngogi ban (khoang 2%). Céc phan img nay thuéng phu thugc vao lidu ding va lién
quandén nhimg y&u t6 bién chimg nhur suy thin, bénh mé lién két & mach méu.

Thuomg gap, ADR > 1/100

Toan than: chong mit.

Da: ngoai ban, ngira.

Ho hap: ho.

Itgap, 1/100>ADR>1/1000

Tuén hoan: ha hqyél ap niing.

Tiéuhoa: thay dai vi gidc, viém miéng, viém da day, dau bung, dau thugng vi.

Hiém gép, ADR <1/1000 _

Toan thin: mén cam, may day, dau co, st, ting bach ciu ra eosin, bénh hach lympho, stt can.

Tuan hoan: viém mach.

N tiét: to vii dan dng. . . )
Da: phit mach, phong moi, phong ludi; giong khan do phu ddy thanh dm, phi chan tay. Diéu ndy thuémg do thiéu tir
trude enzym chuyén héa bo thé, két hop vdi ting bradykinin, c6 thé de doa tinh mang. Mén cam anh séng, phat ban
kiéu pemphigus, hdng ban da dang, hoi chimg stevens - johnson, viém da tréc vay.

Gan: vangda, viém tuy.

Hb hép: co that phé quan, hen ning lén.

Co xuong: dau co, dau khép.

Thankinh: dj cam.

Tém thén: trim cam, 1 14n,

Sinh dyc, tiét niéu: protein ni¢u, hoi chimg thin hu, ting kali mau, giam chirc niing thin,

QUA LIEU VA XU TRI KHI QUA LIEU:

Tri¢u Ch,h'dz,

Sb1, nhirc dau, hg huyét 4p.,

X tri: , _

Diéu trj phis mach anh huéng dén lui, thanh mon hofic thanh quan, bao gdm cdce bién phép sau:.

Ngimg ding captopril va cho ngudi bgnh vao vign; tiém adrenalin dudi da; tiém tinh mach diphenhydramin
hydroclorid; tiém tinh mach hydrocortison. ' . |

Truyén tinh mach dung dich natri clorid 0,9% dé duy i huyétdp; c6 thé logi bo captopril bing thim tich méu.

BAO QUAN: .
Gifr trong bao bi ban dAu, nhigt 4 khong qué 30°C

DANG BAO CHE VA QUY CACH PONG GOI:
Hop 2 vix 10 vién nén khong bao
Hép 10 vi x 10 vién nén khong bao

TIEU CHUAN CHAT LUQNG:
Nha san xuft

HAN ntnzc: i

306 thang ké tirngay san xudt,

86 16 san xudt (Seria de fubricatie.), han ding (Data expirarii): xin xem trén nhdn hjp vé vi. Ngay héthan langay 01
cuathang ghi trén bao bi.
San xufit b k
S.C.ARENAGROUPS.A. ) )

Bd. Dunirii nr 54, Voluntari, Ilfov district, 077910-Romanid

Cosiséhiru gl‘y chimg nh§n sdn ph‘m duge ph‘m:
S.C.ARENAGROUPS.A. .
31 Stefan Mihdileanu Street, Sector 2, Bucharest, Romania




