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Thanh phén Tiéu chudn nha sdn xudt. _ SDK - Reg. No.: 
Isosorbid dinitrat ... 220 mg DE XA TAM TAY TRE EM 
{Ousi dang isosorbid dinitrat 40% voi tactose} DOC KY HUGNG DAN Si DUNG TRUGC KHI DUNG! 
Ta duge: via dis1 vién Co 8d,sn xudt: 
Chidinh, cdch ding, chéng chi dinh va cdc thang tin khde: Xem CONG TY CG PHAN MEDCEN 
trong té hudng dan strdyng thudc kém thea L6 FIO, Budng Sé 6, KCN Hoa Binh, Na Thanh, Thi Thu, 
Bao quan nai khé, khong qua 30°C, tranh dnh sang. Long An, Wiét Nam 

Rx Prescription drug e 

Isosorbid Dinitrat “™ 
MCN 20 
Isosorbide dinitrate 20 mg 

N
 

© 01 blister x 10 tablets a 

Composition " 
Isosorbide dinitrate ..... ne mG KEEP OUT OF 
(As isosorbide dinitrate 40% with lactose} READ CAREFULLY T! 
Excipients: q.s.1 tablet 

and other MEDCEN 
information: Read carefully the enclosed leaffet. 
Store in a dry place, below 30°C, protect from light. ja, Long An;Vietnam |. 
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Isosorbid Dinitrat MCN 20 
Thanh phdén 
lsosorbid dinitret .. 
(Dui dang isosorbid dinitrat 40% vai lactose) 
Té duge: via di 1 vién 

Chi dinh, cdéch ding, chéng chi dinh va cde théng 
tin khdc: Xem trong td hudng ddn si dung thudc 
kém theo. 
Bdo guén noi khé, khong qua 30°C, trdnh anh sang. 
Tiéu chudn nha san xuét. 

20 Mg 
SDK - Reg. No.: 

BE XA TAM TAY, TRE EM 
BOC K¥ HUGNG DAN su‘ DUNG 

TRUGC KHI DUNG! 

Co sé. sdn xudt: 
CONG TY CO PHAN MEDCEN 

L6 FIO, Dudng Sé 6, KCN Hoa Binh, Nhi 

Thanh, Thu Thifa, Long An, Viét Narn 

Rx Prescription drug 

MCN 20 
Isosorbid Dinitrat 

Isosorbide dinitrate 20 mg 

& 03 biisters x 10 tablets y 

e 

Isosorbid Dinitrat MCN 20 
Composition 
Isosorbide dinitrate .... ao 
(As isosorbide dinitrate 40% with ‘jactose) 
Excipients: q.s. 1 tablet 

Indications, administration, contraindications and 
other information: Read carefully the enclosed 
leaflet. 

Store in a dry place, below 30°C, protect from light. 
Manufacturer's specification. 

seven 20 MG, 

oe 

KEEP OUT OF REACH OF CHI 
READ CAREFULLY THE DIRI 

BEFORE USE! a 
CO 

Manufacturer, a 

MEDCEN JOINT STOCK ANY OF 
Lot FIO, Road No. 6, HipakBinh 

Industrial Park, Nhi Than hu LE 
Long An, Vietna 
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Isosorbid Dinitrat MCN 20 

Thanh phén 
Isosorbid dinitrat 
(Dudi dang isosorbid dinitrat 40% vdi 
lactose) 
Ta duge: via dt] vién 

Chi dinh, edch dung, chéng chi dinh va 
ede théng tin khde: Xem trong to hudng 
ddn str dung thudéc kém theo. 
Bdo quan noi khé, khéng quad 30°C, 

trdnh Gnh sdng. 
Tiéu chudn nha san xudt. 

SDK - Reg. No.: 

DE XA TAM TAY TRE EM 
DQC KY HUGNG DAN SU DUNG 

TRUGC KHI DUNG! 

Co sé san xudit: 
CONG TY CO PHAN MEDCEN 

L6 F10, Dudng Sé6 6, KCN Hoa Binh, 
Nhi Thanh, Tht Thita, 
Long An, Viét Nam 

MCN 20 

Rx Prescription drug Oe 

Isosorbid Dinitrat 

Isosorbide dinitrate 20 mg 

EDCEI 

Isosorbid Dinitrat MCN 20 

Composition 

Isosorbide Cinitrate oes 20 mg 
(As isosorbide dinitrate 40% with lactose) 

Excipients: q.s. 1 tablet 

Indications, administration, contrain- 

dications and other information: Read 
carefully the enclosed leaflet. 

Store in a dry place, below 30°C, 

protect from light. 
Manufacturer's specification. 

KEEP OUT OF REACH OF CHitl 
READ CAREFULLY THE DIRE( 

BEFORE USE! 

Manufacturer: 
MEDCEN JOINT STOCK COMPANY 

Lot F10, Road No. 6, Hoa Binh 

Industrial Park, Nhi Thanh, Thu 

Thua, Long An, Vietnam 
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Isosorbid Dinitrat MCN 20 
Thanh phén 
Isosorbid dinitrat 
(Dudi dang isosorbid dinitrat 40% vdi 

lactose) 
Ta duge: vue dui 7 vién 

Chi dinh, cach dung, chéng chi dinh 
va cde théng tin khde: Xem trong to 
hudng ddn str dung thuéc kém theo. 
Bdo quan noi khé, khéng qua 30°C, 
tranh anh sang. 
Tiéu chudn nha sdn xudt. 

SDK - Reg. No.: 

DE XA TAM TAY TRE EM 
DOC KY HUONG DAN SU DUNG 

TRUGC KHI DUNG! 

Co sé san xudit: 
CONG TY CO PHAN MEDCEN 
L@ F10, Dudng S6 6, KCN Hoa 
Binh, Nhi Thanh, Tht: Thira, 

Long An, Viét Nam 
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Rx Prescription drug © 

Isosorbid Dinitrat “™ 
MCN 20 
Isosorbide dinitrate 20 mg 

© 10 blisters x 10 tablets y 

Isosorbid Dinitrat MCN 20 

Composition KEEP OUT OF REACH 

Isosorbide dinitrate wwe 20 mg CHILDREN 

(As isasarbide dinitrate 40% with READ CAREFULLY THE, 
lactose) TIONS BEFORE 
Excipients: q.s. 1 tablet 

Indications, administration, contra- 

indications and other information: 
Read carefully the enclosed leaflet. 

Store in a dry place, below 30°C, 

protect from light. 
Manufacturer's specification. 

MEDCEN JOINT STQGK 
COMPANY 

Industrial Park, Nhi Thanh} 

Thua, Long An, Vietnam 



https://trungtamthuoc.com/ 

lsosorbid Dinitrat MCN 20 
10 vién nen 



https://trungtamthuoc.com/ 

To huéng din sir dung thuéc 

Rx Thudc nay chi ding theo don thude 

ISOSORBID DINITRAT MCN 20 
Vién nén 

Thudéc nay chi ding theo don thuéc 

Dé xa tam tay tré em. 

Doc ky hung dan sir dung truée khi ding. 

THANH PHAN 

- Thanh phan duoc chat: Isosorbid dinitrat 20 mg (dudi dang isosorbid dinitrat 40% 

vi lactose). 

e Thanh phan ta duoc: Lactose monohydrat, cellulose vi tinh thé 102, natri starch 

glycolat, magnesi stearat, silic dioxyd keo khan. 

DANG BAO CHE, MO TA SAN PHAM 

Vién nén 

Vién nén hinh tron, mau trang, hai mat 16i, mt mat co khae vach ngang, mét mat tron, canh 

va thanh vién lanh Ian. 

Vién co thé dugec bé 6 vach ngang dé chia liéu. 

CHi DINH 

Du phong dau that neue va diéu tri suy tim sung huyét. 

LIEU DUNG, CACH DUNG 

Liéu ding 

Newoi lon va ngudi cao tuoi: 1 —2 vién, udng 3 — 4 lan/ngay. 

Tré em: Tinh an toan va hiéu qua cua isosorbid dinitrat 6 tré em chua duoc thiét lap. 

Cach ding 

Ding duong uéng. 

CHONG CHI BINH 

- Qua mn v6i hoat chat, cdc nitrat khac hodec bat ky thanh phan ta duge nao ciia thudéc. 

- Nhdi mau co tim cap tinh véi ap luc dé day thdp, suy tuan hoan cap tinh (séc, truy mach), 

ha huyét ap nang, bénh co tim phi dai tac nghén (HOCM), viém mang ngoai tim co that, 

chén ép tim, dp lyre dé day tim thap, hep van d6ng mach chii/van hai 14 va cdc bénh lién 

quan dén tang ap lye ndéi so nhu sau chan thuong dau va bao gém xuat huyét nao, thiéu 

mau r6 rét, giam thé tich mau. 
) 
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To huwéng dan str dung thudc 

- CaAc chat tre ché phosphodiesterase (nhu sildenafil, tadalafil va vardenafil) da duge chimg 

minh la lam tang tac dung ha huyét ap cua nitrat, do dé chéng chi dinh ding déng thoi 

nhiing thuéc nay véi cac nitrat hoac chat cho oxyd nitric. 

CANH BAO VA THAN TRONG KHI DUNG THUOC 

Thuéc nén duoc str dung than trong @ bénh nhan dang bi suy gidp, ha than nhiét, suy dinh 

duGng, tang nhan ap goc dong, suy gan hoac than nang. . 

Cac trigu chitng suy tudn hoan c6 thé xuat hién sau liéu dau tién, dac biét 6 nhiing bénh nhan 

cé tuan hoan khéng 6n dinh. 

San pham nay co thé gay ra cac triéu chimg ha huyét dp tu thé va ngat 6 mét s6 bénh nhan. 

Co thé xay ra hién tuong dung nap va dung nap chéo v6i cac nitrat, nitrit khac. 

Ta duoc: 

San pham thudc chtra lactose. Khéng diing thuéc cho bénh nhan khéng dung nap galactose, 

thiéu hut lactase toan phan hoac kém hap thu glucose-galactose. 

San pham nay c6 chtra dudi 1 mmol (23 mg) natri trong mdi vién, vé co ban duoc xem nhu 

“khéng chia natri”. 

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU 

Phu ni mang thai 

Tinh an toan trong thai ky chua duge thiét lap déi vi isosorbid dinitrat. C6 dit ligu cho thay 

nitrat duoc bai tiét qua stta me va c6 thé gay ra ching methemoglobin huyét 6 tré so sinh. 

Do d6, chi nén str dung isosorbid dinitrat trong thoi ky mang thai va trong thoi ky cho con 

bu néu loi ich cua viéc diéu tri l6n hon nguy co. 

Phu ni cho con bu 

Muc d6 bai tiét isosorbid dinitrat qua stta me chua duge xac dinh. Vi vay, cain than trong khi 

ding thuéc 6 phu ntr dang cho con bu. 

Kha nang sinh san 

Khéng cé dé ligu vé anh huéng thudéc dén kha nang sinh san. 

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC 

Isosorbid dinitrat ft anh huong dén kha nang lai xe va van hanh may moc. Dau dau, mét mdi 

va chong mat cé thé xdy ra. Bénh nhan dugc khuyén khéng nén Iai xe hode van hanh may 

méc néu bi anh huong. 

TUONG TAC, TUONG KY CUA THUOC 

Tuwong tac thudc 

_ Trang 2/5 
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To hwéng dan sir dung thuéc 

Tae dung ha huyét 4p cia nitrat tang 1én khi str dung déng thoi cdc chat te ché 

phosphodiesterase (nhu sildenafil, tadalafil va vardenafil). Diéu nay cé thé dan dén cdc bién 

ching tim mach de doa tinh mang. Chéng chi dinh su dung dong thoi. 

Ding dong thoi cdc thudc cé tac dung ha huyét ap nhu thuéc chen beta, thuéc chen kénh 

calci, thuéc gian mach, alprostadil, aldesleukin, thudc déi khang thu thé angiotensin I],... 

va/hoac ruou c6 thé lam tang tac dung ha huyét ap cua isosorbid dinitrat. Diéu nay cting cd 

thé xdy ra voi thuéc an than va thuéc chéng tram cam ba vong. 

Triéu chimg suy tudn hoan cé thé xay ra 6 bénh nhan ding thuéc tre ché men chuyén (ACEi). 

Cac ché pham nitrat cé thé hoat déng nhu chat d6i khang sinh ly véi noradrenalin, 

acetylcholin, histamin va cac tac nhan khac. 

Tuong ky 

Do khéng cé cac nghién ctu vé tinh tuong ky cua thudc, khong tron lan thudc nay voi cdc 

thuéc khac. 

TAC DUNG KHONG MONG MUON CUA THUOC 

Dau dau, chong mat, mét mdi, d4nh tréng nguc, ha huyét ap thé dimg va d6 bing mat cd thé 

xay ra khi bat dau diéu tri. Nhitng phan tng nay thuong duge kiém soat bang cach giam liéu 

va co xu huéng giam dan theo thoi gian. 

Cac phan tng cé hai duoc phan nhém theo tan suat: rat thuong gap (ADR > 1/10), thudng 

gdp (1/100 < ADR < 1/10), it gp (1/1000 < ADR < 1/100), hiém gap (1/10000,< ADR < 

1/1000) va rat hiém gap (ADR < 1/10000) va khéng ro tan suat. 

Roi loan hé thong mién dich 

- it gdp: phan tng di tng da (nhu phat ban) d6i khi c6 thé nghiém trong. 

Roi loan hé than kinh 

- Rat thuong gdp: dau dau. Ty 1é dau dau giam dan theo thi gian néu tiép tuc ding thudc. 

Roi loan tim 

- Khéng ro tan sudt: thiéu oxy mau. Trong qua trinh diéu tri, tinh trang thiéu oxy mau tam 

thoi c6 thé xay ra do su phan phéi lai tong doi luu luong mau 6 céc khu vue phé nang 

bi giam thong khi. Dac biét 6 nhting bénh nhan mac bénh déng mach vanh, di€u nay cd 

thé dan dén tinh trang thiéu oxy co tim. 

Roi loan mach mau 

- Throng gdp: ha huyét ap. Khi bat dau diéu tri hoac khi ting liéu, c6 thé xay ra.tinh trang 

ha huyét dp va/hoac choang vang khi dimg. Nhting tri¢u chung nay co the lién quan dén 

chéng mat, buén ngu, nhip tim nhanh phan xa va cam giac suy nhugc, 

- It gdp: dé bing mat. 

Trang 3/5
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To huéng dan sir dung thude 

- DOt ngdt té nga co thé xay ra (d6i khi kém theo nhip tim cham va ngat). Ha huyét ap 

nghiém trong co thé dan dén cde triéu ching dau that ngue tang cudne. 

- Kh6ng ré tan sudt: phan tng ha huyét 4p nghiém trong da duge bao céo déi véi nitrat 

httu co va bao gom buén n6én, non, bon chén, xanh xao va dé mé héi qua nhiéu. 

Réi loan tiéu hoa 

- ft gap: buén nén, non. 

- Khéng ré tan sudt: d& ghi nhan mot s6 bdo cdo vé ching o chua, rat cé thé 1a do gian co 

vong do nitrat gay ra. 

R6i loan da va mé dwoi da 

- Rat hiém gdp: héi ching Stevens-Johnson, phi mach. 

- Khéng ré tan suat: viém da tréc vay. 

Théng bao cho bac si trong trwong hop cé bat ky tac dung khong mong mud6n nao lién 

quan t6i viée ding thudc. 

Bao cdo cac phan tne bat loi nehi ned 

Viéc bdo cdo cac phan tng bat loi nghi ngd sau khi san pham duoc cap phép la rat quan 

trong. N6 cho phép theo di lién tuc ty 1€ loi ich/nguy co cua san pham. Cac chuyén gia y té 

bdo cdo moi tac dung phy bi nghi ngd vé Trung tam Théng tin thudc va Theo doi phan tng 

co hai cua thuéc. 

QUA LIEU VA CACH XU TRI 

Trong truéng hop qua liéu nén diéu tri trigu chimg. Triéu chtmng ha huyét ap cé thé duge 

diéu tri bang cach ké cao chan. Néu dting mét luong l6n thudc, co thé tién hanh rtva da day. 

DAC TINH DUOC LUC HOC 

Nhom due ly: Nitrat httu co. 

Ma ATC: COIDAO8. 

Co ché tac dung 

Isosorbid dinitrat g4y gian tinh mach bang cach thy gian co tron cia thanh tinh mach. Gian 

tinh mach cho phép mau dén vao tinh mach, do dé lam giam long mau tinh mach tro vé 

tim. Giam héi luu tinh mach gitip cai thién tudi mau co tim. Site cing cla thanh co tim cing 

gidm nén nhu cau oxy cua tim ciing gidm. Cai thién tuéi mau co tim va gidm nhu cau oxy 

lam gidm ty 1é mac va mirc dé nghiém trong cia cdc con dau that ngue. 

Giam tién tai cd loi trong suy tim sung huyéet. 
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To hwéng dan sir dung thudc 

DAC TINH DUOC DONG HOC 

Isosorbid dinitrat duoc hap thu nhanh chong va 6n dinh sau khi udng. Sinh kha dung ty 1é 

v6i liéu trong khoang liéu 10 - 120 mg sau khi ding liéu don véi cac thong sé duoc déng 

hoc nhu sau: 

- Thoi gian dat néng dé dinh (tmax): 0,5 — 1 gid. 

- Thoi gian ban thai (T1/2): khoang 1 gid. 

- Nong dé dinh (Cmax): 0,5 - 1,5 ng/ml cho | mg liéu ding. 

Sau khi uéng isosorbid dinitrat chuyén héa nhanh chong va manh mé thanh cdc dan xuat cd 

hoat tinh duge ly la 2 va 5-mononitrat. 

QUY CACH DONG GOI 

H6p 01 vi x 10 vién nén. Vi bam Al/PVC trong. 

H6p 03 vi x 10 vién nén. Vi bam Al/PVC trong. 

Hp 05 vi x 10 vién nén. Vi bam Al/PVC trong. 

H6p 10 vi x 10 vién nén. Vi bam AI/PVC trong. 

BAO QUAN 

Noi kh6, khéng qua 30°C, tranh anh sang. 

HAN DUNG 

30 thang (ké tir ngay san xuat). 

TIEU CHUAN CHAT LUONG 

MEDCEN 

Tiéu chuan nha san xuat. 

Co sé san xuat: 

CONG TY CO PHAN MEDCEN 

L6 F10, Duong s6 6, KCN Hoa Binh, Nhi Thanh, Tha Thira, Long An, Viét Nam. 
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