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THANH PHAN: BAO QUAN:
Isosorbid dinitrat................ccocooon 10 mg Kin, khéng qua 30°C, tranh &nh sang.
(dudi dang Diluted Isosorbid dinitrat 25%)

TAAUGC VA oo 1 vién D6 xa tm tay tré em

CHi BINH, CHONG CHi BINH, CACH DUNG, Doc kj hugng dén sir dung trudc khi ding
LIEU DUNG & CAC THONG TIN KHAC:

Xem toa huéng dan s dung bén trong hop.
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COMPOSITION: STORAGE: Tight, not exceedlng 30°C,
Isosorbide dinitrate...................... 10 mg protected from light.
(as Diluted Isosorbide dinitrate 25%) Keep out of reach of children

Excipients q.st0 ... atablet Read carelully the leaflet before use
INDICATIONS, CONTRA-INDICATIONS, 3
ADMINISTRATION, DOSAGE & OTHER i

INFORMATION: 0 sondlyacs

See the leaflet in the box.
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TO HUONG DAN SU DUNG THUOC CHO CANBO Y TE

Flowlac, Avicel, Magnesi stearat, bot Talc, Aerosil,

' .2. Dang bao ché: Vién nén
3. Dugec luc hoc:
Nhom dugc Iy: Thude gian mach
Ma ATC: CO1DA08
Duwege Iy va co ché tac dung:
* Duoc luc hoc:
Cac nitrat tac dong chu yéu trén hé tinh mach, vai liéu cao lam gian ca
hé dong mach va ca mach vanh. Gian hé tim mach lam cho mau r dong
& ngoai vi va trong cac phu tang, giam lugng mau vé tim (giam tién
génh) dan dén giam ap luc trong cac budng tim. Gian dong mach din
dén giam strc can ngoai vi (giam hau ganh) din dén giam huyét ap, nhat
14 huyét ap tam thu, tuy khong nhidu nhung c6 thé gdy phan xa giao cam
lam mach hoi nhanh va ting sirc co bop co tim. Céc nitrat con co tac
dung trc ché két tap tidu cAu. Trong suy vanh, giam tién ganh, giam hdu
ganh s& lam giam cong va murc tiéu thu oxy clia co tim, cung va cdu vé
oxy ctia co tim dugc can bing s& nhanh chong cit con dau thit nguc.
4. Dugc dong hoc:
Isosorbid dinitrat (ISDN) dugc dung dudi dang udng s& dugc hap thu
nhanh hon khi ngdm dudi ludi hodc nhai. Thude dugc chuyén hoa nhiéu
khi qua gan lan dau. Hai chit chuyén hoa chinh déu c6 hoat tinh Ia
isosorbid — 2 mononitrat (2 — ISMN) c¢6 thoi gian tic dung ngén va
isosorbid - 5 mononitrat (5 — ISMN) c6 thoi gian tac dung dai hon.
Thudc két hop voi protein huyét tuong tai 28 + 12%, thai trir chi yéu
qua nudéc tidu. Nira doi thai trir qua huyét tuong ciia ISDN la 50 + 20
phut, ctia 2 — ISMN khodng 2 gi0, ctia 5 — ISMN khoang 5 gio.
Théi gian tac dung ctia thude phu thude vao cach sir dung: ngam dudi
lui (bét du c6 tac dung sau 2 phat, tac dung tdi da sau 15 - 45 phut kéo
dai 1 -3 gio). Nhai (bt du tac dung sau 5 - 20 phut, kéo dai 1 - 3 gig).
Ubng (bat ddu co tac dung sau 15 - 45 phit, tac dung tdi da sau 45 - 120
phut kéo dai 2 - 6 gio).
5. Quy cdch dong géi: Hop 03 vi x 20 vién nén
6. Chi dinh:
- Phong va diéu tri con dau thit nguc.
- Didu tri suy tim sung huyét (phdi hop vai cac thude khac).
7. Liéu lugng va cach ding:
- Diéu tri con dau thit nguc: Ngam dui ludi hodc nhai 2,5 - 10mg/ lan,

- 3 gio mdt 14n cho dén hét con dau.

- Phong con dau thit nguc: Udng 10 - 20mg/ 1an, 3 - 4 lan/ngay.
- Diéu tri suy tim sung huyét: Ngam dudi ludi hotic nhai 5 - 10 mg, hodc
ubng 10 - 20 mg/lan hodic hon, 3 - 4 1an mdi ngay rdi giam xuéng lidu
duy tri.
8. Sir dung cho phu nir ¢6 thai va cho con bu:
- Thoi ky mang thai: Chua c6 bao céo nao vé anh huong cia thude voi
phu nir mang thai
- Thoi ky cho con bia: Chua biét thudc co thai trir qua sita hay khong.
Khong nén dung Isosorbid dinitrat cho nguoi dang cho con bu.
9. Téc dong ciia thude khi ldi xe va van hanh méy:
Cén than trong vi thubc co thé gdy chong mit, nhic du, choang véng
nhét 1a trong khoi dau diéu tri.
10. Chéng chi dinh:
Vién nén Biresort® 10 nén chéng chi dinh vai cac bénh nhan:
- Qua mén v¢i Isosorbid dinitrat hodc mononitrat; suy tuin hoan cép
(sbc, truy mach); dau thit nguc do phi dai co tim tic nghén; huyét ap

rit thip hodc ap luc lam ddy thip (Isosorbid dinitrat tranh sur dung cho
bénh nhan co xudt huyét hay bénh nhan giam thé tich méau). thiéu mau
nang; bi ép tim; hep dong mach chu; viém mang ngoai tam that. hep
van hai la

- Nhéi mau co tim thit phai; tang ap luc ndi so.

- B&nh nhan bi bénh do viém phéi.

- Chét (rc ché 5 - phosphodiesterase (vd: sildenafil, tadalatil, vardenafil)
lam tang hiéu luc ha huyét ap cua nitrat. Do do chdng chi dinh st dung
phéi hop vién nén Biresort® 10 voi cic thude nay

- Qua man véi bét ky ta duge nao.

11. Thin trong:

- Khi dung thudc phai tang lidu tr tir dé tranh nguy co ha huyét ap the
dimg va dau ddu & mot sé ngudi bénh; nén ngdi hodc nam sau khi dung
thude.

- Khi dung lidu cao khong nén giam thude dot ngot.

- Nguoi cao tudi: Khong co chi din dic biét, tuy nhién can than trong.
nhit 1a voi nguoi min cam voi thube gay ha huyét ap.

- D6 an toan va hiéu qua ctia thude dbi voi tré em chua duoc xac dinh
12. Twong téc thube va cac loai twong tac khic:

- Dung ruou s€ lam ting gian mach va gay ha huyét ap thé dung nghicm
trong.

- Khi dung thue cung véi disopyramid phosphat tic dung chong tiét

nudc bot cua disopyramid can trg su hoa tan cua vién ngdm lsosorbid
dinitrat.

- Chit trc ché 5 - phosphodiesterase (vd: sildenafil, tadalafil, vardenafi
lam ting hiéu luc ha huyét dp cta nitrat do cong hop tac dung ¢
mach gdy tut huyét ap nghiém trong, da co truong hop wr vong
13. Téc dung khéng mong mudn:

Céc tan s6 dudi day duge sir dung:

Rét phd bién: > 10%

Thuong gip: = 1% - < 10%

ftgap:>0,1%-< 1%

Hiém gap: >0,01%-<0,1%

Rét hiém gap: < 0,01%, ké ca truong hop bi phan lap

Rt phé bién: > 10%

- Pau ddu (“dau dau nitrat”) khi bat ddu diéu tri voi thube. hiu hét

truong hop tinh trang dau dau 6 cai thign/ duoc gidi quyét sau nhicu

ngay diéu trj.

- Gian mach ngoai vi lam da do bung. o
Thuong gap: > 1% - < 10% .

- Giam huyét ap va/ hodc ha huyét ap thé dimg voi nhip tim nhanh va
céc tri¢u chimg phan xa/ déu higu cua thiéu mau cuc bo ndo (budn ngu.
chong mat va stc khoe yéu) trong lan dau sir dung va khi tang licu

- Phu ngoai bién ¢ bénh nhan diéu tri suy that trai

lrgap:>01%-< 1%

- Budn non va non;

- Phan tng di ung da;

- Giam huyét ap voi tang tridu ching dau thit nguc:

- Su suy két hop véi nhip tim cham va rbi loan nhip tim

Rét hiém gap: < 0,01%

- Viém da bong tréc/ hoi chimg Steven Johnsons hay phu mach

- Giam thong khi phé nang voi hau qua gay thiéu oxy mau va nguy co
gdy nhbi mau co tim o nhitng bénh nhan o bénh tim mach vanh

- Téng nhiin ap goc hep;

- Xudt huyét tuyén yén & nhiing bénh nhan ¢ khbi u tuyén yén khong
dugc chin doan. Sy ting dung nap va dung nap chéo chong lai cac
thude nitrat khic da dugc ghi nhan. Bé tranh lam suy véu hay tham chi
mét tac dung, nén tranh sir dung liéu cao lien tuc.

Tang cudng cac liéu va/ hodc thay déi trong khoang liéu ¢o thé din dén
giam hodc tham chi mat hiéu lue thude.

14. Qua lidu va cich xif tri:

.
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- * - Triéu chimg: Thudng gap nhit la ha huyét ap, dau dau nhu boa bd,
" nhip tim' nhanh, do bimg mit. Khi liéu qua cao c6 thé xay ra
' methemoglobin huyét.
- Xu tri: Didu tri ha huyé[ ap cin dé nguoi bénh ¢ tu thé ndm nang cao
hai chan, c6 thé tiém truyén dich, diéu tri chimg xanh tim do
methemoglobin bing cach tiém tinh mach chdm xanh methylen véi
liéu 1 - 2 mg/kg thé trong. Rira da day ngay lap tirc néu ding thude
qua duong udng.
Thong bdo cho Bdc si nhitng tdc dung khong mong mudn
gap phii khi sir dung thudc.
15. Cac d4u hiéu cAn Iru y va khuyén cdo:
- Ché phim c6 chira Aspartam, do d6, c6 chira mt ngudn phenylalanine.
C6 thé c6 hai cho nhimg ngudi co phenylketonuria.
- Ché phdm c6 chura Flowlac (1a Lactose monohydrat phun sdy). Do dé
can than trong cho bénh nhan gip cac vin dé& khong dung nap duong.

Bénh nhan thiéu hut Lapp lactase hay kém hap thu glucose — galactose
khong nén dung thude nay

Han diing: 36 thang ké tir ngay san xudt.

Béo quén: Kin, tranh anh sang, nhiét do khong qua 30°C

Dé xa tim tay ciia tré em.

Doc kj hudng dén sir dung triée khi duang.

Thubc nay chi ding theo don ciia bic sj.

Néu cin thém thong tin, xin hoi y kién Bdc sT.

Ngay xem xét sta dbi, cip nhit lai ndi dung huéng din sir dung

Cong ty san xuit

CONG TY CO PHAN DUGC - TTBYT BINH DINH (BIDIPHAR)
498 Nguyén Thai Hoc, P. Quang Trung, Tp. Quy Nhon, tinh Binh Dinh,
Viét Nam

DT: 056.3846500 - 3846040 * Fax: 056.3846846




Té hwéng din sir dung thude cho bénh nhan

Vién nén BIRESORT® 10

- Thuéc nay chi dwoe dimg theo don ciia bdc Sy
- Thong bdo cho duoc sy hodc bdc sy nhitng tdc dung khéng mong muon gdp phdi khi sir
dung thudc.
1. Thanh phan ham lwong ciia thue: cho 1 don vi dong goi nho nhit
- Hoat chét: Isosorbid dinitrat ...................ccoevveeeriin.n, 10 mg
(dudi dang Diluted Isosorbid dinitrat 25%)
STAadUOC & vd 1 vién
(Tad duoc: Flowlac, Avicel, Magnesi stearat, bt Tale, Aerosil, Aspartam, Menthol)

2. M ta san phim

Vién nén tron, mau tréng nhan bong, canh va thanh vién lanh ldn, khong st mé
3. Quy cach déng goi

Hop 03 vi x 20 vién, kém to huéng dan st dung

4. Thudce ding cho bénh gi?

- Phong va diéu trj con dau thit nguec.

- Piéu tri suy tim sung huyét (phéi hop véi céc thude khac).

5. Nén dung thudc nay nhuw thé nao va lidu lugng? N
- Puong ding: Ubng .-
- Cach dung va liéu dung: Dung theo ding su huéng dan ctia bac sy hodc dugc sy.

+ Diéu trj con dau thit nguc: Ngdm dudi ludi hodc nhai 2,5 - 10mg/ lan, 2 - 3 gid> mét lan

cho dén hét con dau.

+ Phong con dau thit ngue: Ubng 10 - 20mg/ l4n, 3 - 4 lan/ngay.

+ Piéu tri suy tim sung huyét: Ngam du6i ludi hodc nhai 5 - 10 mg, hodc ubng 10 - 20

mg/lan hodc hon, 3 - 4 14n mdi ngay roi giam xudng liéu duy tri.

6. Khi nao khong nén ding thudc nay?

Vién nén Biresort® 10 nén chong chi dinh v§i cic bénh nhan:

W



- Qua man véi Isosorbid dinitrat hodc mononitrat; suy tuan hoan cép (sdc. truy mach): dau
thit nguc do phi dai co tim tic nghén; huyét 4p rit thip hodc p luc lam day thap (Isosorbid
dinitrat tranh st dung cho bénh nhan cé xuét huyét hay bénh nhan giam thé tich mau): thiéu
mau ndng; bi €p tim; hep dong mach chui; viém mang ngoai tam that; hep van hai l4.

- Nhoi mau co tim thét phai; ting ap luc noi so.

- Bénh nhén bi bénh do viém phbi.

- Chat trc ché 5 - phosphodiesterase (vd: sildenafil, tadalafil, vardenafil) lam tdng hic¢u luc ha
huyét ap ctia nitrat. Do d6 chdng chi dinh st dung phéi hop vién nén Biresort® 10 véi cic
thudc nay.

- Qua man véi bat ky ta duoc nao.

7. Tac dung khong mong mudn -

Céc tan so6 dudi day dugce st dung: SN

Rét phd bién: > 10% UUO'B("J‘ORK

Thuong gip: > 1% - < 10% \ YTE‘%‘\:
* \

it%ép:ZO,l%-<l% %
Hiém gap: > 0,01% - <0,1%

Rét hiém gip: < 0,01%, ké ca truong hop bi phan lap.
Rét phé bién: > 10%

- Pau dau (“dau dau nitrat”) khi bat dau diéu tri voi thude, hdu hét truong hop tinh trang dau h
dau co cai thién/ duge giai quyét sau nhiéu ngay diéu tri. !
- Gian mach ngoai vi lam da dé bung. -.;;
Thuong gdp: > 1% - < 10% f

-

- Giam huyét 4p va/ hodc ha huyét ap thé dung voi nhip tim nhanh va cac tri¢u chirmg phan
xa/ d4u hiéu cua thiéu mau cuc bd ndo (budn ngl, chéng mit va sire khoe yéu) trong lin dau
str dung va khi tang liéu.

- Phii ngoai bién & bénh nhan diéu tri suy thét trai

It edp: > 0.1% - < 1%

- Budén non va non;
- Phan Ung di ing da;

- Giam huyét 4p vé6i tang triéu chung dau thit nguc;

o



- Su suy két hop véi nhip tim cham va rdi loan nhip tim.

Rét hiém edp: < 0.01%

- Viém da bong troc/ hdi ching Steven Johnsons hay phu mach

- Giam thong khi phé nang véi hau qua gay thiéu oxy mau va nguy co gay nho6i méau co tim
& nhitng bénh nhéan c6 bénh tim mach vanh.

- Tang nhan ap gbc hep;

- Xuét huyét tuyén yén ¢ nhitng bénh nhén c6 khéi u tuyén yén khong dugc chan doan. Su
tang dung nap va dung nap chéo chdng lai cac thudc nitrat khac da duoc ghi nhan. D¢ tranh
lam suy yéu hay tham chi mét tac dung, nén tranh st dung lidu cao lién tuc.

Tang cudng cac liéu va/ hoac thay doi trong khoang lidu c6 thé dan dén giam hodc tham chi
mat hiéu luc thube.

8. Nén tranh dung nhirng thudc hoic thue pham gi khi dang sir dung nhirng thudc nay?
- Dung rugu s€ lam tdng gian mach va gay ha huyét ap thé dimg nghiém trong.

- Khi ding thube cung véi disopyramid phosphat tac dung chéng tiét nude bot cua
disopyramid can tr¢ sy hoa tan cua vién ngadm Isosorbid dinitrat.

- Chét trc ché 5 - phosphodiesterase (vd: sildenafil, tadalafil, vardenafil) lam tang hi¢u luc
ha huyét ap ctia nitrat do cong hop tac dung gidn mach gay tut huyét ap nghiém trong, da c6
truong hop tu vong.

- Ché phdm c6 chira Aspartam, do d6, c6 chira mot ngudn phenylalanine. Co thé ¢o hai cho
nhitng nguoi c6 phenylketonuria.

- Ché phidm c6 chira Flowlac (la Lactose monohydrat phun sdy). Do do can than trong cho
bénh nhan gip cac van dé khong dung nap duong. Bénh nhan thiéu hut Lapp lactasc hay
kém hip thu glucose — galactose khong nén dung thude nay

* Can théng bdo ngay cho bdc sy néu ban da tirng dwoc chan dodn phenylketonuria hodc
gdp van dé vé dung nap duong hodc dang sir dung cdc thuée néi trén.

9. Cin lam gi khi mot lin quén khéng dung thudc?

Khong udng gap doi liéu dé bu lai licu da quén. Néu quén udng maot liéu, uong mot licu ngay

khi nhé ra va ubng liéu tiép theo vao ding thoi diém.
10. Cin bao quan thudc nay nhw thé nao?

Kin, tranh 4nh sang, nhiét d6 khong qua 30°C




*

11. Nhitng triéu chirng va dau hiéu khi diung thudc qua liéu?

Thuong gip nhét 1a ha huyét ap, dau dau nhu bua bd, nhip tim nhanh, do bung mat. Khi lidu
qué cao c6 thé xay ra methemoglobin huyét.

12. Can phai lam gi khi diung thudc qua liéu khuyén cao?

Khi gédp céc triéu ching qua lidu ké trén, dua ngay bénh nhéan dén co so y té hodc bénh vién
gan nhat. X tri qua liéu cho bénh nhén theo hudng dan cua y, bac s3.

13. Nhitng diéu cin than trong khi dung thude nay?

- Khi ding thude phai tang lidu tir tir dé tranh nguy co ha huyét ap thé dung va dau dau o
mot sb nguoi bénh; nén ngéi hodc nam sau khi dung thudc.

- Khi dung liéu cao khong nén giam thude dot ngot.

- Ngudi cao tudi: Khong cé chi dan dic biét, tuy nhién can thin trong, nhit 1a voi nguoi
man cam véi thude gay ha huyét 4p.

- D0 an toan va hiéu qua cua thudc dbi voi tré em chua duge xac dinh.

14. Khi nao cin tham vin bac sy, dwoc sy?

- Khi ban dang gap van d¢ vé tim mach; dang sir dung mot sé thude diéu tri nhu disopyramid
phosphate, chat trc ché 5 - phosphodiesterase (vd: sildenafil, tadalafil, vardenafil);

- Khi ban da tig duoc chin doan phenylketonuria hodc gip van dé vé dung nap duong;

- Co tién str qua man v6i bat ky thanh phan nao cta thude.

Néu can thém théng tin xin héi y kién bdc sy hodc dirge sy

15. Han dung cia thude

- Han dung: 36 thang ké tir ngay san xuét.

16. Tén, dia chi, biéu twong ciia nha sian xuit

- Tén: CONG TY CO PHAN DUQC — TRANG THIET Bl Y TE BINH BINH (BIDIP]*IAR)\!

b ¢

- Dia chi: 498 Nguyén Thai Hoc, phuong Quang Trung, thanh ph6é Quy Nhon. tinh Binh
Dinh

e

- Biéu tuong nha san xuat:

Vel

Bidiphar




