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1. Nhan cho don vi déng géi nho nhat:
a). Nhan vi 10 vién nén dai.
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2. Nhan trung gian:

a). Nhdan hop 1 vi x 10 vién nén dai.
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INDICATIONS, DOSAGE AND ADMINISTRATION, |
CONTRAINDICATIONS, INTERACTIONS, SIDE EFFECTS
AND OTHER PRECAUTIONS: Read the package Inser.

STORAGE: Store in oy place, betow 30°C, profect from ight,




b). Nhan hop 10 vi x 10 vién nén dai.
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Captopril 25 mg
10 vi x 10 vién nén dai

g Tu van khach hang
067.3851950

DOTORIN

Captopril 25 mg

THANH PHAN: M&i vién nén daichia:
- Captopril ......
~Taduge . vilaad
CHI DINH, LIEU LUGNG & CACH DUNG, CHONG CHi BINH, TUONG TAC THUGC, TAC DUNG
KHONG MONG MUGN VA NHIUNG BIEU CAN LUU Y¥: Xin doc frong 16 huéng dén s dung. ‘
BAO QUAN: Nai khd, nhiét dé dusi 30°C, trénh dnh sang.

SE}K: ......... s BE XA TAM TAY TRE EM
TEU CHUAN AP DUNG: TCCS B0C KV HUONG DAN SU DUNG TRUGC KHI DUNG |

CONG TY CO PHAN XUAT NHAP KHAU Y TE DOMESCO |
&6 Qudc |16 30, P. My Pha, TP. Cao Lanh, Bdng Thap |
(Bat ching nhdan 1SC 9001: 2008 & ISO/IEC 17025: 2005) |
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Captopril 25 mg
10 blisters x 10 tablets

«

DOMESCO

COMPOSITION: Each tablet contains:
- Captopril ...... .. 25mg
- Excipients...... POPPRL K+ B N
INDICATIONS, DOSAGE AND ADMINISTRATION, CONTRAINDICATIONS, INTERACTIONS, SIDE
EFFECTS AND OTHER PREC AUTIONS: Read the package insert,

STORAGE: Store in dry place, below 30°C, protect from light.

REGISTRATICN NUMBER:........... KEEP DUT OF REACH OF CHILDREN
MANUFACTURER'S SPECIFICATIONS READ CAREFULLY THE PACKAGE INSERT BEFORE USE

DOMESCO MEDICAL IMPORT EXPORT JOINT-STOCK CORP.
46 National read 30, My Phu ward, Cae Lanh city, Dong Thap province
(Achieved IS0 9001 2008 & ISO/IEC 17025: 2005 certifications)




TO HUONG DAN SU DUNG THUOC

Rx I
Thuoc ban theo don

THANH PHAN: Mdi vién nén dai chira
wACRPOPL coscossvesososons sonssnsssmenampnrsnsansnssssbsod sl bsi iR IEOTHTRS SabTRRRERUR VSRR S R BRI TS IR R s SR SN e s 25 mg
- T4 dugc: Lactose khan, Starch 1500, Avicel, Acid stearic, Magnesi stearat.

DANG BAO CHE: Vién nén dai. L
QUI CACH PONG GOI: ﬂb >
Hop 1; 10 vi x 10 vién. 3
CHI PINH:

4 A

Tang huyét 4p, suy tim, sau nhoi méau co tim (& ngudi b¢nh da c6 huyét dong on dinh), bénh than do dai théo dudng.
LIEU LUQONG VA CACH DUNG: Diing uéng

* Ubng trudc bira an 1 gid.

- Téng huyét dp: Liéu thudng ding: 25 mg/lan, 2 - 3 lan/ngay. Lidu ban dAu c6 thé thép hon (6,25 mg, 2 lan/ngay dén
12,5 mg, 3 lan/ngay). Néu huyét ap khong kiém soat dugc sau 1 - 2 tudn, c6 thé tang lidu t6i 50 mg, ubng 2 hoic 3
lin/ngay. Liéu toi da 150 mg/ngay, c6 thé cho thém thubc loi tiéu thiazid lidu thép (15 mg hydroclorothiazid mdi
ngay).

- Con tang huyét dp (khi cin phai giam huyét ap trong vai giv): 12,5 - 25 mg ubng 1ap lai 1 hodc 2 1an néu can, cach
khoéng 30 - 60 phit hogc 1au hon, nhung captopril phai dugc ding mét cach than trong.

- Déi vdi suy than:

Hé s0 thanh thai Liéu ban dau Néu chua dat
creatinin ml/phit/m’ mg/ngay tic dung sau 2 tuén
<50 12,5 mg x 3 25mgx3
<20 6,25 mg x 3 12,5mg x 3

- Suy tim:

Captopril nén ding phdi hgp véi thudc loi tiéu. Liéu thuong dung Ia 6,25 - 50 mg/l4n, 2 14n/ngay; khi can, c6 the
tang lidu Ién 50 mg/lén, 2 lan/ngay. Ngudi bénh giam thé tich tudn hoan hodc ndng do natri mau dudi 130 mmol/lit,
cén ding liéu ban déu thap hon.

Diing phéi hop véi thude loi tiéu lam ting nguy co ha huyét 4p, dic biét khi suy tim, ha natri mau va & ngudi cao
tudi. Vi vay nén ngimg thudc loi tiéu 3 ngay trude khi diung céc chét trc ché ACE. Thubc loi tiéu duge ding lai sau
khi da dung céc chat irc ché ACE.

- Réi loan chite ning thét trdi sau nhéi mdu co tim:

Cé thé bat diu diing captopril sém 3 ngay sau nhdi mau co tim kém r6i loan chirc nang thét tréi. Sau khi ding liéu
ban ddu 6,25 mg, c6 thé tiép tuc didu tri v6i liéu 12,5 mg/lan x 3 1an, sau d6 tang 1én 25 mg/lan x 3 lan/ngay trong vai
ngay tiép theo va nang lén lidu 50 mg/lan x 3 lin/ngdy trong nhimg tudn tiép theo néu ngudi bénh dung nap duge
thuoe.

Captopril c6 thé két hop v6i nhing li¢u phép sau nhdi méau co tim, nhu thudc tan huyét khdi, aspirin, thudc chen beta.
_ Bénh than do ddi thdo dwomg: 25 mg x 3 1in mdi ngay, ding lau dai. Néu chua dat dugc tdc dung mong mudn, c6
thé cho thém céc thubc chéng tang huyét ap nhu thude loi tiéu...

- Tre em:

Liéu ban dau: 300 microgam (0,3 mg)kg thé trong/ldn x 3 lan/ngay, liéu c6 thé tang thém 0.3 mg/kg, cir 8 - 24 gio
tang mot 1an, dén lidu thép nhét c6 téc dung.

* Lw }’,:

Ngudi bénh méc bénh ty mién mo lién két hogc suy than v6i creatinin huyét thanh duéi 175 micromol/lit hogc khi
didu trj v6i chét irc ché mién dich, cn phai kiém tra bach cdu hai tudn mot 14n, trong ba thang dau tién. Nguoi bénh
ciing can gap thiy thubc néu thiy dau hong, sét hogc c6 dau hiéu nhidm khuan.

CHONG CHI PINH:

- Min cam véi thudc.

- Tién sir phit mach, sau nhdi mau co tim (néu huyét dong khong 4n dinh).

- Hep dong mach than 2 bén hoic hep dong mach thén ¢ than doc nhét.

- Hep dong mach chu hozc hep van 2 14, bénh co tim tic nghén ning.

- Phu nit c6 thai va dang cho con bu.

THAN TRONG KHI SU DUNG: _ ‘ _ _

- Suy giam chirc ning thén. Thém tach méu. Ngudi bénh mét nude vavhoge diéu tr thude lgi tiéu manh: Nguy co ha
huyét p nang.

- Phai rét than trong khi két hop véi céc thuc lgi tiéu gitr kali nhu spironolacton, triamteren, amilorid vi ban thén
captopril c6 thé giy ting nhe kali huyét. Ciing can thén trong khi diing cac mudi c6 chira kali va phai kiém tra can
béng dién giai thudong xuyén.

- & ngudi bénh ting hoat dd renin manh, c6 thé xay ra ha huyét 4p nang sau khi ding liéu captopril dau tién, cén tiém
truyén tinh mach natri clorid 0,9%. Ha huyét ap nhat thoi ndy khong can tré vige tiép tuc sir dung captopril. Néu ban
dau lidu thép (6,25 mg hotic 12,5 mg) thi thdi gian ha huyét 4p ning s& giam.




~Néu dai phau trong khi gay mé véi thudc c6 tac dung ha huyét 4p, can luu y rang captopril ngan can sy hinh thanh
angiotensin II, gdy giai phong renin thir phat, din dén ha huyét ap kich phét, cdn duoc diéu chinh bing ting thé tich
tudn hoan.

- Nguy co tang manh céc chit phan tmg phan vé khi sir dung ddng thdi céc chat trc ché ACE va mang thdm tach c6
tinh thAm cao, loc m4u, rit bét LDL va trong khi giai mAn cam — chong di tmg.

- Captopril cling gdy phén g duong tinh gia khi xét nghiém aceton trong nuéc tiéu.

PHU NU CO THAI VA CHO CON BU:

- Sir dung captopril hoc céc chét trc ché ACE khic trong 3 thang giira va 3 thang cudi cua thai ky c6 thé din dén
thuong tén cho thai nhi va tré so sinh gdm ha huyét 4p, giam san so so sinh, v ni¢u, suy than héi phuc hodc khong
héi phuc va tir vong. it nuéc éi c6 thé do giam chirc nang than thai nhi. Chdm pht trién thai, dé non va con ong dong
mach dd xay ra. Vi v@y khong bao gitr duge dung captopril trong thai ky mang thai.

- Captopril bai tiét vao sira me, gay nhiéu tac dung c6 hai cho tré bu sita me, vi viy khong dugc ding captopril va cic
chét trc ché ACE khac ddi véi nguai cho con bu.

ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC:

Thuéc khong anh hudng khi 14i xe va van hanh may méc. /tl/”

TUONG TAC VOI CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC: >

- Duing ddng thoi furosemid véi captopril gy ra tac dung hiép ddng ha huyét ap.

- Dung ddng thoi captopril véi cac chét chéng viém khéng steroid (dic biét indomethacin) lam gidm tac dung ha
huyét 4p cua captopril.

- Captopril c6 thé lam tang tré lai ndng d lithi huyét thanh va 1am tang ddc tinh cua lithi.

- Céc chét cuong giao cam lam giam tac dung ha huyét 4p ctia captopril.

- Cyclosporin hodc cac thuéc lgi tiéu giir kali c6 thé gay tiang kali khi sir dung dbng thoi véi captopril.

TAC DUNG KHONG MONG MUON:

- Thudng gdp: Chong mit, ngoai ban, ngua, ho.

- it gap: Ha huyét 4p ning, thay déi vi giac, viém miéng, viém da day, dau bung, dau thuong vi.

- Hiém g@p: Man cam, may day, dau co, sbt, tang bach ciu ua eosin, bénh hach lympho, sut cén; viém mach; to vi
dan 6ng; phu mach, phdng méi, phéng ludi; giong khan do phd day thanh am, pha chan tay. Piéu nay thudong do
thiéu tir truéc enzym chuyén héa bd thé, két hop véi tang bradykinin, c6 thé de doa tinh mang. Min cam anh sang,
phat ban kiéu pemphigus, héng ban da dang, hi chimg Stevens — Johnson, viém da tréc vay; vang da, viém tuy; co
thit phé quan, hen ning lén; dau co, dau khép; dj cam; trdm cam, 1d ln; protein niéu, hoi chimg than hu, tang kali
mau, giam chirc nang than.

Thong béo cho B4c s nhimg tac dung khong mong muén gip phai khi sir dung thude.

QUA LIEU VA CACH XU TRi:

Triéu chimg: S&t, nhirc dAu, ha huyét ap.

Xir trf: Didu trj phu mach anh huéng dén ludi, thanh mon hodc thanh quan, bao gbm cac bién phap sau:

- Ngimg dung captopril va cho ngudi bénh vao vién; tiém adrenalin dudi da; tiém tinh mach diphenhydramin
hydroclorid; tiém tinh mach hydrocortison.

- Truyén tinh mach dung dich natri clorid 0,9% dé duy tri huyét p; c6 thé loai bo captopril bing tham tach méu.
DUQC LYC HQC:

Captopril 2 chét irc ché enzym chuyén dang angiotensin I, dugc dung trong diéu tri ting huyét 4p, va suy tim. Tac
dung ha huyét 4p ctia thudc lién quan dén irc ché h¢ renin - angiotensin - aldosteron. Renin 1a enzym do thén san

xuét, khi vado mau tdc dung trén co chat globulin huyét tuong san xudt ra angiotensin I, la chét decapeptid c6 it
hoat tinh. Nho vai trd cua enzym chuyén dang (ACE), angiotensin I chuyén thanh angiotensin II. Chét sau 1am co
mach noi sinh rét manh, déng thoi lai kich thich vé thuong than tiét aldosteron, c6 tic dung gilf natri va nudc.
Captopril ngin chin dugc sy hinh thanh angiotensin I1.

- Tédc dung chéng tang huyét dp: Captopril 1am giam sirc can dong mach ngoai vi, thuéc khong tic dong lén cung
lugng tim. Tudi méau than dwgc duy tri hogc tang. Mic loc cau than thuong khong thay dbi. Néu c6 ha nhanh
huyét 4p & ngudi bénh ting huyét ap kéo dai hodc huyét 4p rat cao thi mirc loc cu than c6 thé giam nhét thoi, thé
hién & sy ting creatinin huyét thanh.

Téc dung ha huyét ap xay ra trong khoang 60 - 90 phiit sau khi uéng liéu thir nhét. Thoi gian tic dung phy thudc vao
lidu: Sau mot lidu binh thudng, tic dung thudmg duy tri it nhét 12 gio. Trong diéu trj tang huyét ap, dap tmg diéu trj
téi da dat dugce sau 4 tuln didu tri.

Giam phi dai thét trai dat dugc sau 2 - 3 thang dung captopril. Tdc dung ha huyét ap khéng phuy thudc vao tu thé dimg
hay nam.

Ha huyét ap tu thé (ha huyét 4p thé dimg) thudng it gip, nhung c6 thé xay ra, dac biét & ngudi cé thé tich mau giam.

- Diéu tri suy tim:

Captopril c6 tac dung tét chéng tang san co tim do irc ché hinh thanh angiotensin II, 12 chét kich thich ting truéng
quan trong ciia co tim. DSi v6i ngudi bénh suy tim, captopril lam giam tién ganh, giam sirc can ngoai vi, tang cung
lugng tim va vi vy lam ting kha néng lam viéc cua tim.

Téc dung huyét dong va 1am sang thudng xay ra nhanh va duy tri trong khi diéu trj. Cai thién 1am sang thdy ca &
nguoi bénh cé tac dung huyét dong kém. Tuéi mau than c6 thé tang nhanh t&i 60%, tac dung nay thudng dat dugc tir
60 - 90 phut sau khi uéng mot liéu va dat tic dung tbi da sau 3 - 8 gio, duy tri trong khoang 12 gio.

C6 thé phdi hop captopril véi digitalis va céc thube lgi tiéu. Khong nén phéi hop véi cac thude lgi tiéu giir kali nhu
spironolacton vi ¢6 thé dén dén tang kali méu nang.

o




- Diéu tri nhoi mau co tim:

Loi ich ciia c4c chat trc ché ACE la lam giam ty 1¢ tai phat nhdi mau co tim, c6 thé do lam cham tién trién xo vira
dong mach. Captopril 1am giam ty 1 chét sau nhoi mau co tim. Nén dung thuéc sém trong con nhdi mau co tim cap
tinh cho moi ngudsi bénh, ngay cé khi c6 déu hiéu nht thoi rdi loan chirc néng thét trai.

DUQC PONG HOQC:

Sinh kha dung dudng udng cua caFtopr:il khoang 65%, némg_ d6 dinh cua ghuéc trong méu dat dugc sau khi ubng mot
gio. Thirc &n khéng anh hudng dén hap thu cua thude. The tich phan b 1a 0,7 livkg. Thoi gian ban thai sinh hoc
trong huyét tuong khoang 2 gi¢. D9 thanh thai toan bg 1a 0,8 lit/kg/gid, d6 thanh thai cua thén 1a 50%, trung binh 1a
0,4 litkg/gid. 75% thude dugc dao thai qua nudc tiéu. 50% duéi dang Khong chuyén hoéa va phin con lai la chét
chuyén hoa captopril cystein va dén chét disulfid cua captopril. Suy chirc nang than c6 thé gdy ra tich lity thudc.
BAO QUAN: Noi kho, nhiét d¢ dudi 30°C, tranh anh séng.

HAN DUNG: 48 thang ké tir ngdy san xuét.

THUOC NAY CHI DUNG THEO PON CUA BAC SL. 1%

POC K¥ HUONG DAN SU DUNG TRUGC KHI DUNG }L ol

NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SL.

PE XA TAM TAY TRE EM.
NHA SAN XUAT VA PHAN PHOI
&t CONG TY CO PHAN XUAT NHAP KHAU Y TE DOMESCO
Dia chi: 66 - Qudc 19 30 — Phuomg My Phu — TP Cao Lanh — Ddng Thép
DOMESCO Dién thoai: 067. 3851950
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