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Composition: Each tablet contains:
Isosorbide dinitrate
(as diluted isosorbide dinitrate 25% 20 mg)

5mg

Indications, administration, contraindications and
other information: Please carefully read the instruction in
the leaflet.

Storage conditions: Store at temperature below 300C.
Specification: In-house.

Hop 3 vix 10 vién

Vién nén dat dwéi lwdi

ISORBISUB 5.0

Isosorbid dinitrat 5mg

- Keep out of reach of children
Read the Igaﬂet carefully before use

SBK (Reg. No):

Manufacturer:

PHONG PHU PHARMACEUTICAL JOINT

STOCK COMPANY - BRANCH - USARICHPHARM FACTORY.
Lot 12, Street no 8, Tan Tao industrial zone, Tan Tao ward
Binh Tan district, Ho Chi Minh City, Vietnam

-& For prescription only

Tablet

A8 e 5‘(0

Box of 3 blisters x 10 Tablets
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Isosorbid dinitrat 5mg
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ac: Xem trong t& hwéng dan st dung thubc
kém theo.

Didu kién bao quan: Bdo quan & nhiét do duéi 30°C.
Tiéu chuén chét lwgng: TCCS.

Xuét x(/Origin: Viét Nam.

Dé xa thm tay tré em
Doc ki hwéng dén sir dung trwée khi diing

Co s& s&n xudt:

CONG TY CO PHAN DLPQ'C PHAM PHONG PHU
CHI NHANH NHA MAY USARICHPHARM

L6 12, Budmg sb 8, Khu Cang nghiép Tan Tao, Phuting Tan
Tao A, Quéan Binh Tan, Thanh phé Hé Chi Minh, Viét Nam.

Hop 10 vix 10 vién

-& Thubc ké don

Vién nén dat dwdi ludi

ISORBISUB 5.0

Isosorbid dinitrat 5mg
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Thanh phan:

MB3i vién nén chiva:

Isosorbid dinitrat. 5mg
(Dwéi dang diluted isosorbid dinitrat 25% 20 mg)
Chi dinh cach dung chéng chi dinh va cac
théng tin khac: Xem trong t& hweéng dan st dung

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

thude kém theo.

Pidu kién bao quan: Bdo quan & nhiét do duéi
30°C.

Tiéu chuén chat lwgng: TCCS.

Origin: Viét Nam.

SPK (Reg. No):

Manufacturer:

PHONG PHU PHARMACEUTICAL JOINT

STOCK COMPANY - BRANCH - USARICHPHARM FACTORY.
Lot 12, Street no 8, Tan Tao industrial zone, Tan Tao ward,
Binh Tan district, Ho Chi Minh-City, Vietnam

Box of 10 blisters x 10 Tablets

'& For prescription only
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TRANG THIET B| Y TE :
\ HANH NHAN

ISORBISUB 5.0

Dé xa tam tay tré em

Doc ky hudng dén sie dung triueée khi dimg

1. THANH PHAN CONG THUC THUOC

MObi vién nén dat dudi ludi chira:

Thamh phan hoat chdt:

[sosorbid dinitrat ....... 5 mg

(Dudi dang diluted isosorbid dinitrat 25% .... 20 mg)
Thanh phan td dugc: Lactose monohydrat, cellulose vi tinh thé PH 102, silicon dioxid, magnesi
stearat, natri starch glycolat.

2. DANG BAO CHE

Vién nén dat dudi ludi.

M0 ta: Vién nén tron, mau tréng, canh va thanh vién lénh/lefln, mit vién nhan.
3. CHI PINH

Thude duoc chi dinh dé didu tri cac con dau thit nguc cip tinh va dy phong ngén han céc con

DUGC PHAM
TRANG THIET B|
that nguc trong cac hoat dong géng sirc nhiéu hon binh thuong. A\HANH NH/
4. LIEU DUNG, CACH DUNG |
Liéu dung

Diéu chinh lidu dung theo nhu cdu va kha ning dung nap cua timg bénh nhan. TSt nht nén bat dau
voi liéu thap nhat co hiéu qua.

Negam dudi ludi

Trong trudmg hop bi dau thit nguc, ngam dudi ludi 1 vién. Néu con dau van tiép tuc sau vai phut,
nén tiép tuc ngdm dudi ludi thém 1 vién. '

Dé phong ngira céc con dau thit nguc trong cac hoat dong géng sirc nhidu hon binh thudng, ngam 1
vién dudi ludi ngay (vai phut) trudce khi hoat dong. a

Udng

Dé duy tri diéu tri dau that ngue,tuy thude vao tinh trang nghiém trong cua bénh, néi chung, liéu
thuong duoc ké don 1a 60- 120 mg isosorbid dinitrat (twong duong véi 12- 24 vién isosorbid dinitrat
5 mg) udng mdi ngay, chia déu thanh 2-3 1an. Dé tranh c4c tc dung khong mong muén ban dau, nén
bat dau diéu tri bang 1- 2 vién isosorbid dinitrat 5 mg ngdm duéi ludi, dung 2- 3 1dn mdi ngay.
Cach dung

Ngam dudi ludi.

5. CHONG CHI PINH

- Qua min cam véi hoat chét hodc bét ky ta duoc ndo cta thude.

- Qua man voi nitrat.

- Trong qua trinh diéu.tri bang nitrat, khong duoc st dung riociguat- mot chét kich thich guanylat
cyclase hoa tan.

- Tang 4p luc ndi s, vi du trong trudng hop chin thuong diu hodic xut huyét no.
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- Thiéu mau ning.

- Ha huyét ap.

- Séc.

- Str dung ddng thoi véi sildenafil.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

Tinh trang di ing v&i nitrat, biéu hién bang ngat xiu, c6 thé xay ra & mot sd it bénh nhan.

Can than trong & bénh nhan méc chiing xo ctiing mach néo nang.

Con dau that ngue do bénh co tim phi dai co thé tré nén trAm trong hon.

O nhirng bénh nhéan dic biét nhay cam voi hoat chit, c6 thé xay ra tinh trang hdi hop.

Hiéu qua 1am sang cua nitrat ¢6 thé giam khi ding nhiéu 1an do nong do cao va/hodc khong dbi. Co
thé ngan ngira tinh trang nay bang cach duy tri ndng d6 huyét tuong & murc thip trong mot khoang
thoi gian nhat dinh gitra cac 1an ding thude. Do do, khuyén c4o chi nén dung téi da 2 dén 3 1an mot
ngay.

Thude nay c6 chira lactose. Bénh nhan bi r6i loan di truyén hiém gdp nhu khong dung nap galactose,
thiéu hut lactase hoan toan hodc kém hép thu glucose- galactose khong nén dung thude nay.

Thube nay c6 chira dudi 1 mmol (23 mg) natri trong mdi vién, vé co ban duoc xem nhu ‘khong chira
natri’.

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

Sir dung thudc cho phu ni¥ ¢6 thai '

Hién chua c6 du dit lidu vé viée str dung hoat chét nay trong thai ky & nguoi dé danh gia kha nang
gdy hai c6 thé xay ra.

Cho dén nay, khong c6 d4u hiéu gdy hai trong céc thi nghiém trén dong vét.

Sir dung thudc cho phu nit cho con bu

Hién chua c6 dit liéu vé viéce isosorbide dinitrat ¢6 bai tiét vao sita me hay khong.

8. ANH HUONG PEN KHA NANG LAI XE , VAN HANH MAY MOC

Isosorbid dinitraet cé thé anh huong dén kha nang 14i xe va van hanh may moc, vi du nhu gdy chéng
mat. .

9. TUONG TAC, TUONG KY CUA THUOC '

Twong tic ciia thude

Téac dung gidn méch cua nitrat dugc tdng cudmg boi sildenafil, mot thude duoe st dung dé diéu tri rdi
loan cuong duong. Diéu nay c¢6 kha nang dan dén cac bién ching tim mach de doa tinh mang & nhiing
bénh nhén nhay cam. Do d6, néu bénh nhan dang duoc didu tri bang nitrat hitu co thi khong nén str
dung sildenafil.

Khéng nén dung ddng thoi véi ruou vi né c6 thé lam ting tac dung gifin mach va ha huyét 4p cta
isosorbid dinitrat.

Ergot alkaloid c6 thé dbi khangvéi tac dung gidn mach vanh cua nitrat.

Chong chi dinh sir dung isosorbid dinitrat véi riociguat, mot chat kich thich guanylat cyclase hoa tan
vi st dung dong thoi co thé gay ha huyét 4 ap.

Twong ky ciia thude

Do khong c6 cdc nghién ctru vé tinh tuong ky, ctia thudce, khdng tron 14n thude nay véi cac thude khéc.
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10. TAC DUNG KHONG MONG MUON CUA THUOC

Dic biét trong giai doan dau diéu tri, c6 thé xuét hién céc triéu chimg nhu dau dau, chong mét va mét
méi, hdi hop, ha huyét ap tu thé ding va dé mat. Nhirng triéu ching nay thuomg giam sau khi diéu
chinh liéu luong hoac tiép tuc diéu tri.

C6 thé xay ra phan tmg trén da (hiém gap).

Thong bdo ngay cho bdc sy hodc dwgc si khi gip cdc tic dung khéng mong mudn nhw trén khi si
dung thudc hodc bdo cdo cdc phan iing c6 hai ciia thuéc vé Trung tim T, héng tin thuéc va Theo
doi phén teng cé hai ciia thuéc (ADR) Quéc Gia”

11. QUA LIEU VA CACH XU TRi

Tri¢u chirng

Cac triéu chung qua lidu c6 thé bao gdm ha huyét 4p nghiém trong, nhip tim nhanh, tim tai, sbc, hon
mé, co giat va methemoglobin huyét.

X tri

Déi véi bénh methemoglobin huyét nang, nén tiém methylthionin va tolonium.

Ngoai ra, nén dat bénh nhan nam & tu thé gio chan 1én va tuy thudc vao mire do nghiém trong clia
céc triéu chimg, hay ho hip nhan tao.
12. PAC TINH DUQC LU'C HQC
Ma ATC: C01DAO08

Nhém duoc ly: Thude gisin mach, céc nitrat hitu co

Co ché tac dung:

Isosorbid dinitrat c6 tdc dung giin mach manh, chu yéu trén hé tinh mach va it hon trén tuan hoan
dong mach.

Téc dung nay duoc thuc hién thdng qua viée ting san xuit GMP vong (guanosin monophosphat)
trong té bao co tron mach mau. Nhe su gifin nd cua hé tinh mach lam giam huyét 4p va giam tai trude,
do d6 lam giam nhu cau oxy cia tim va tang ngudn cung cp oxy. Ngoai ra, thudc con gdy gidn mach
vanh. Do tac dong nho 1én tiéu dong mach cua isosorbid dinitrat, nd gop phan lam giam hau ganh.

Hiéu qua ldm sang p

V6i viée st dung isosorbid dinitrat nhiéu 1an, hiéu qua 1am sang c6 thé giam do ndng do trong huyét
tuong cao va/ hoic khong doi.

13. PAC TINH DUQC PONG HQC

H:‘ip thu

Isosorbid dinitrat duge hip thu tdt sau khi ubng hogc ngam dudi luéi, nhung do tac dung chuyén hoa
lan dau 16n nén sinh kha dung chi khoang 29% véi su thay ddi 16n gifta cac c4 thé.

Phén b

Ty 1¢ lién két v6i protein huyét twong 1a khoang 30%. Téng d¢ thanh thai huyét twong 13 136 lit mdi
gio.

Chuyén ho4

Isosorbid dinitrat dugc chuyén hoa chu yéu & gan thanh isosorbid-2-mononitrat va isosorbid-5-

mononitrat, ca hai déu c6 hoat tinh gifin mach va c6 thé gop phan vao tac dung cua hop chét gbc.
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[sosorbid-5-mononitrat 1a chit chuyén hoa chinh va dwoc hinh thanh véi ndng d6 cao hon isosorbid-
2-mononitrat tir 3-5 lan.

Thai trir

Thoi gian ban thai trong huyét trong ca isosorbid dinitrat 14 0,5- 1 i va cua isosorbid-2-mononitrat
va isosorbid-5-mononitrat 1an luot 1a khoang 2 git va 4-5 gio.

Sau khi dung ngam duéi ludi, tic dung xudt hién sau 2 phut va kéo dai trong 2-3 gid, sau khi udng,
tac dung xuét hién sau 20-30 phut va kéo dai trong khoang 4 gio.

14. QUY CACH PONG GOI

Hop 3 vix 10 vién.

Hop 10 vi x 10 vién.

15. PIEU KIEN BAO QUAN: Béo quéan & nhiét 6 dudi 30°C, tranh 4m va 4nh sang.

16. HAN DUNG: 36 théng ké tir ngay san xudt.

17. TIEU CHUAN CHAT LUQNG THUOC: Tiéu chuin co so.

18. TEN, PIA CHI CUA CO SO SAN XUAT THUOC

CONG TY CO PHAN DUQC PHAM PHONG PHU- CHI NHANH NHA MAY
USARICHPHARM

L6 12, Budng sb 8, Khu Cong nghiép Tan Tao, Phuong Tan Tao A, Quan Binh Tan, Thanh phé Hd
Chi Minh, Viét Nam.



