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Composition: Each tablet contains:
lsosorbide dinitrate ,,.......,...... ...5 mg

(as diluted isosorbide dinitrate 25ak 20 mg)

lndications, administration, contraindications and

other information: Please carefully read the lnstruction in

the leaflet.
Storage conditions: Store at temperature below 3ooc'

Specifi cation : ln-house.

'KeeP out of reach of children
Read the leaflet carerully before use

SDK (Reg. No):
N4a n ufa ctu re r:

PHONG PHU PHARMACEUTICAL JOINT

STOCK COMPANY . BRANCH . USARICHPHARM FACTORY'

Lot 12, Slreet no 8, Tan Tao industrial zone, Tan Tao ward,

Binh Tan district, Ho Chi l\4inh City, Vietnam

Box of 3 blisters x 10 Tablets
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ISORBISUB 5.0
lsosorbid dinitrat 5mg '
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lsosorbid dinitrat 5mg
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Thanh phin:
M6i vi6n n6n chua:
lsosorb d dinitrat......................................,,.,,,.... 5 mg
(Drdi d?ng dlluled isosorbid dinitrat 25% 20 mg)
Chi afinh cdch ding ch6ng chi ttinh vi cic
th6ng tin khec: Xem trong 10 huong dan sl]l dung
thu6c kdm theo.
Dieu kien bdo qudn: Bdo qudn o nh:61 dO d- ti
3ooc.
Ileu chuan chat luqng: luuS.
Origih: ViCt Nam.

Keep out of reach of children
Read the leaflet carefully before use

sDK (Req. No):
Manufacturer:
PHONG PHU PHARMACEUTICAL JOINT
STOCK COMPANY. BRANCH . USARICHPHARM FACTORY.
Lot 12, Skeet no 8, Tan Tao indusfiar zone, Tan Tao ward,
B nh Tan distcl, Ho Ch Minh C ty, Vietnam

ISORBISUB 5.0

fr ror grescriptionong Box ot 10 blislers x 10 Tablels

lsosorbid dinitrat 5mg

Tahlet

5.0

HANH

Oilu kien bao quan: Beo quan d nhiCt dO du,6i 30oC.
TiCu shueh chSt luqng: TCCS,
Xuit xri,/Origin: ViCt Nam.

co sd san xuet:
CONG TY c6 PHAN DuEc PHAM PHoNG PHO
cHI NHANH NHA MAY USARIcHPHARM
LO 12, Oudng s6 8, Khu Cbng nghiap Tan Tao, Phudng Tan

Tao A, Qlan Biih Tif. Thenh Dhd Hd Chi t4ifh, viet Nam.

ding, ch6ng chi irlnh va c6c th6ng
trong to hudng d6n sl} dung thu6cXem
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TRANG THIEI BI Y TE

HANH ruUeu

theo dcrn thutic

ISORBISUB 5.0
D€ xa tdm tay trd em

Dpc k! huong ddn sth &,mg tradc khi dirig

1. THANH PHAN COXC THUC THUOC

M6i vien nen ddt dudi ludi chfa:

Thdnh phdn hoat chdt;

lsosorbid dinitrat ....... 5 mg

(Duoi dang diluted isosorbid dinitrat 25% ....20 mg)

Thdnh ph(in td dagc: Lactose monohydrat" cellulose vi tinh the PH 102, silicon dioxid, magnesi

stearat, natri starch glycolat.

2. DANG BAO CHE

Vi0n n6n dflt du6i ludi.

Md ta: Vi6n ndn trdn, mdu tring, c4nh vd thdnh vi6n ldnh 14n, mdt vi6n nh8n.

3. CHi DINH

Thu6c duoc chi dinh d€ di6u tri c6c con dau thit ngyc c6p tinh vd dg phong ng6n han c6c con

th6t nggc trong c6c ho4t d6ng ging sric nhi6u hcrn binh thucrng.

,I. LTEU DUNG, CACU DUNG

Litiu dtng
Di6u chinh li6u dung theo nhu cAu vdr khd ning dung nap cua tung b€nh nh6n. f6t nhdt n6n bat dAu

vcvi lidu th6p nhAt c6 hiQu qua.

Nsam duoi lu0i

Trong trucrng hqp bi dau thdt ngpc, ngflm du6i ludi 1 vi6n. N6u ccrn dau v6n ti6p tuc sau vdi phut,
^ .t

ndn tiep tuc ngdm du6i lu0i th6m 1 vi6n.

D6 phong ngtra c6c con dau thit ngr,rc trong c6c hopt dQng ging siic nhi6u hcrn binh thucrng. ngAm 1

vi6n dudi luOi ngay (vdi phft) truoc khi ho4t dQng. (
',,(uong

Oe duy tri di6u trl dau thit nguc,tuj, thuQc vdo tinh trang nghidm trong ctra b6nh, n6i chung, lid:u

thuong dugc kC don ld 60- 120 mg isosorbid dinitrat (tucrng ducrng vor 72- 24 vi€n isosorbid dinitrat
,( r,

5 *g) uong moi ngay, chia d6u thdnh 2-3 ldn. DC tr6nh ctrc tdc dung kh6ng mong mu6n ban diu. n0n

brit clAu di€u tri bAng 1- 2 vi€n isosorbid dinitrat 5 mg ngAm duoi ludi. dung 2- 3 lAn m6i ngdy,

C:ich dtng
NgQm du<yi lu0i.

5. CHONG CHi DINH
- Qu6 mAn cdm v6i ho4t ch6t hodc bat kj,t6 duoc ndo cira thu6c.

,7- Qua man vOr nltrat.

- 'l'rong qu6 trinh di6u tri bing nitrat, kh6ng dugc su dung riociguat- mQt ch6t kich thich guanylat

cyclase hoa tan.

- Tbng 6p lyc n6i so, vi du trong trudng hqp chAn thucrng ddu ho4c xuAt huyiit nao.

HANH NHA

DuoC PHdM

THIEI BI'

TY TNI
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- Thi6u m6u ndng.

- Ha huy0t 6p.
^:- Soc.

- Su dqng d6ng thoi voi sildenafil.

6. cANH BAo vA THAN TRet{G KHr DUNG THUoc
Tinh trang diring v6i nitrat, bi6u hi6n bing ng6t xiu, c6 th6 x6y ra d m6t sO it bgnh nnan.

CAn th4n trong o bQnh nhAn mic chung xo cfng m4ch ndo ndng.

C<vn dau thit nguc do bQnh co tim phi dai c6 th6 tro n6n trAm trong hon.

O nhirng bdnh nhAn dic biqt nhay cdm v6i hoat ch6t, c6 thd xay ra tinh trang hdi h6p.

Hi6u quA lAm sdng cua nitrat c6 th6 gi6m k:hi dung nhidu lAn do n6ng d6 cao vd/ho[c kh6ng aOl. CO

th6 ngan ngua tinh trang ndy bing c6ch duy tri n6ng dQ huyiSt tucrng d mric thAp trong m6t khodng

thoi gian nhAt dinh giira c6c lAn dung thu6c. Do d6, khuy€n c6o chi n6n dung tOi Ca 2 d,€n3 lAn mdt

ngey.

Thu6c ndy co chua lactose. BOnh nhdn bi roi loan di truyen hi6m gbp nhu kh6ng dung nap galactose.

thi6u hut lactase hodn todn hobc k6m h6p thu glucose- galactose kh6ng n6n dung thu6c ndy.

Thu6c ndy c6 chua dudi I mmol (23 mg) natri trong m5i vi6n, vd cc, bAn duoc xem nhu 'kh6ng chira

natri'.

7. Str DUNG THUOC CHO pHU Nr, CO THAr VA CnO CON BU
Sir dgng thu6c cho phg nfr c6 thai
FIi6n chua co du dt liQu vC viQc su dung hoat ch6t ndy trong thai kj, o nguoi AC Aanl gi6 khd nang

,;.
gay har co tne xay ra.

Cho d6n nay, khdng c6 dAu hiQu gAy hai trong c6c thinghiQm tr6n d6ng r,At.

Sfr dgng thu6c cho phg nir cho con bri

Hi€n chua c6 dir 1i6u vC vi6c isosorbide dinitrat c6 bdi ti6t vdo sff'a me hay kh6ng.

s. Axs HrtoNG DEN KHA NANG LAr xE , vAN HANH uAy Moc
Isosorbid dinitraet co th6 inh huong ddn kha n[ng 16i xe vd vAn hdnh m6y m6c, vf du nhu g6,y ch6ng

mar.

9. TLTONG TAC, TTIONG KY CUA THUOC
Tuong tfc cta thuiic

T6c dung gi6n mach cira nitrat duoc tdng cuorlg bcri sildenafil, m6t thu6c duoc su dung dC di6u tri rdi
loan cucrng ducrng. DiAu ndy co khA ndng d6n d6n c6c bitin chtmg tim mach de doa tinh mang o nhftng

b6nh nh6n nhay cAm. Do d6, n6u bQnh nhdn dang duoc di6u tri bing nitrat hiru co thi kh6ng n6n su

dung sildenafil.

Khdng n6n dung d6ng thoi voi rucru vi n6 co the lam tang tdc dung gi6n mach v2r ha huy6t 6p cua

isosorbid dinitrat.

Ergot alkaloid c6 th6 d6i khangvoi t6c dung gidn mach vdnh cua nitrat.

Ch6ng chi dinh su'dung isosorbid dinitrat vcri riociguat, m6t ch6t kich thich guanylat cyclase hoa ran

vi su dung d6ng thoi co the ee,y hqhuytit 6p.

Tunng ky cua thuiic

Do kh6ng c6 c6c nghiCn cuu v0 tinh tuong ky ctra thu6c, kh6ng tr6n 15n thu6c ndy v6i c6c thu6c kh6c.
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r0. TAc DUNG KH0NG MoNG MUON cuA THUoc
Dac biet trong giai dopn dAu diOu tri, c6 thO xu6t higu c6c triQu chimg nhu dau dAu, ch6ng m4t vd mQt

moi, hdi hQp, ha huy6t 6p tu thO dimg vd d6 mat. Nhtng triQu chimg ndy thudng gi6m sau khi di6u

chinh li6u luqng hoflc tiOp tUc di€u tri.

C6 thC xity raphin img tr6n da (hi0m gap).

Thdng bdo ngay cho bdc s! hofic dn.oc st khi gfip ctic tdc dryng khilng mong muiin nhw tr€n khi s*
dryng thuAc hofic btio crio ctic phdn fing cd hgi cfia thuilc vd Trung tfrm Thilng tin thuilc vd Theo

ddi phrtn rhng cd hgi crta thudc @DR) Quiic Giau

il. euA LrEU vA cAcH xurRi
TriQu chrfrng

C6c triQu chimg qu61i0u c6 th6 bao g6m hp huy0t 6p nghiCm trgng, nhip tim nhanh, timtii, s6c, h6n

m0, co gi4t vd methemoglobin huy6t.

Xfr tri
p6i vol bQnh methemoglobin huyOt nAng,n6n ti6m methylthionin vd tolonium.

Ngodi ra, ndn d{t bqnh nh6n nim d tu th6 gio chdn lOn vd tuy thuQc vdo mric dQ nghi0m trong cua

c6c triQu chimg, hAy h6 h6p nhdn tpo.

12. Dac riNu Duqc Lu. C HQC
ME ATC: C01DA08

Nh6m dugc ly: Thu6c gi6n m4ch, cdc nitrathiru co

Co chd dung:

Isosorbid dinitrat co titc dung gidn mach manh, chu y6u tr6n h6 tinh mach vd it hon trOn tuAn hodn

d6ng mach

T'6c dung ndy duoc thuc hi6n th6ng qua vi6c tang sAn xu6t GMP vong (guanosin monophosphat)

trong t6 bdo co tron mach m6u. Nho su gi6n nd cta h6 tinh mach ldm gidm huy6t 6p vd gi6m tai tru6c,
do d6 ldm giam nhu cAu oxy cta tim vd tdng ngu6n cung c6p oxy. Ngodi ra, thu6c con gdy gidn mach

vdnh. Do t6c dQng nho 16n ti6u d6ng mach cua isosorbid dinitrat, no gop phAn lam giam hdu g6nh.

IIieu qua lAm sang

Vdi vi6c su dung isosorbid dinitrat nhiAu lAn, hi6u qua 16m sdng c6 th6 gi6m do n6ng d6 trong huyet
tuong cao va./ hoac kh6ng d6i.

13. DAC TINH DUqC DQNC HOC

H6p thu

Isosorbid dinitrat duqc h6p thu tOt sau khi u6ng hodc ngflm duoi ludi, nhung do t6c dung chuy€n h6a

lAn dAu lcrn n6n sinh khd dpng chi kho6ng 29%o voi sg thay d6i lcrn gita c6c c6 th6.

Phffn bii

T'y l0 1i6n k6t vOi protein huy6t tucrng ld khoing 30%. T6ng d0 thanh thdi huy6t tuong ld 136 lit m5i
gi0.

Chuv6n hof
Isosorbid dinitrat ducrc chuy6n h6a chir yOu c, gan thdnh isosorbid-2-mononitrat va isosorbid-s-
mononitrat, cd hai d6u c6 hoat tinh gi6n mach vd co th6 g6p phAn vdo t6c dung cua hqp ch6t g6c.

,A a
rd -l*

N

https://trungtamthuoc.com/



Isosorbid-S-mononitrat ld ch6t chuytin h6a chinh vi dugc hinh thanh v6i n6ng dQ cao hon isosorbid-

2-mononitrat tir 3-5 lAn.

Thii trt
Thoi gian ban thei trong huyi5t tucrng cira isosorbid dinitrat ld 0,5- 1 gid vd cria isosorbid-2-mononitrat

vd isosorbid-S-mononitrat 16n luqt li khoang 2 gio vd 4-5 gio.

Sau khi dung ngflm du6i ludi, t6c dpng xuAt hiQn sau 2 phrit vi k6o ddi trong 2-3 gid, sau khi r6ng,

t6c dpng xu6t hiQn sau 20-30 phrit vd k6o ddi trong kho6ng 4 gio.

14. QUY CACH DONG GOr

HQp 3 vi x 10 vi6n.

HQp 10 vi x 10 vi6n.

15. DIf,U KIEN BAo QUAN: 86o quan 6 nhiet dQ du6i 30oC, tr6nh Am vd rffi sang.

16. HAN DUNG: 36 thang k6 tu ngdy sin xudt.

17. TIfiu CHUAN CHAT LtIgNG THUOG: Ti6u chuAn co s0.

18. TtN, DIA cHi cuA co sd sAN xuAr rHUOc
c6Nc TY CO PHAN DUqC PHAM PHoNG PHU- CHI NHANH NHA MAY
USARICHPHARM

Ld 12, Ducrng sO 8, Khu C6ng nghiQp TAn Tao, Phudng Tan Tao A, Qufln Binh TAn, Thaxh ph6 Hd
Chi Minh, ViQt Nam.

https://trungtamthuoc.com/


