|
1
= " | = L i dnrat |
10 faoeat gosat |
B'“' gsﬂlt - (uni 8879 Dl ’.
m T |
L
. =
i es!
Lgosaroid d't" 2 ,d.n.rm- 5% B“
ng Diluted 57 10
’ giresort om
t“ 1“ sosoraid 47 s :.-ct d.m.rﬂ 2 |
e |
B-“ qso A7 WHO ) gug 0318 » |
oy INH BN 1
S

MAU NHAN sarird

Hop 3 vix 20 vién nén

RX tHuSc BAN THEO DON

Biresort 10

Isosorbid dinitrat 10 mg

Sdnvudris
cONG Ty cff PHAN DUGC - TRANG THIET B| ¥ TE BiNH BINH (BIDIPHAR}
mdghee 498 NguyBn Thai Hoc, Pruang Ouany Trung, Thanh ohdl Cuy Nhon, Tiah Bink Ban. Vigs Nam

THANH PHAN: BAO QUAN:

Isos0rbid diniftrat. . ..o 10mg Kin, khéing qua 30°C, tranh dnh s4ng.
(duéi dang Diluted Isosorbid dinitrat 25%)
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COMPOSITION: STORAGE: Tight. not exceeding 30°C,
Isosorbide dinitrate...................... 10mg protected from light
{as Diluted Isosorbide dinitrate 25%) Keep out of reach of childeen

Excipients .50 ... & tablet
INDICATIONS, CONTRA-INDICATIONS,
ADMINISTRATION, DOSAGE & OTHER
INFORMATION: ma s6, md vach

Read carelully the lealiel before use
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TO HUONG DAN SU DUNG THUOC CHO CANBQ Y TE

SORT® 10

An: cho 1 don vi déng goi nho nhit

pporbid dinitrat ... 10 mg
dudi dang Diluted Isosorbid dinitrat 25%)
. Flowlac, Avicel, Magnesi stearat, bt Tale, Aerosil,

3. Duge e hoe:

Nhom diege Iy: Thude gign mach

Ma ATC: CO1DADS

Diege Iy va co ché tée dung:

* Duwgre lue hoe:

Céc nitrat tac dong chi yéu trén hé tinh mach, voi lidu cao lam gidn ca
h& dong mach va ca mach vanh, Gidn hé tim mach lam cho mdu & dong
& ngoai vi va trong cic phi tang, gidm lugng mau vé tim (giam tién
ganh) din dén giam 4ap lyc trong cac budng tim. Gidn dong mach din
dén giam strc can ngoai vi (giam hiu ganh) din dén giam huyét ap, nhit
l& huyét ap tam thu, tuy khéng nhiéu nhung cé thé gdy phan xa giao cim
lim mach hoi nhanh va ting sire co bop co tim. Céac nitrat con ¢b tic
dung trc ché két tap tidu cdu. Trong suy vanh, giam tidn ganh, giam hiu
ganh s& lam gidm cong va muc tidu thy oxy cla co tim, cung va ciu vé
oxy clia co tim duroc cén bing s nhanh chéng ¢t con dau thit nguc.

4. Dugce dong hoc: .

Isosorbid dinitrat (ISDN) duge ding dudi dang udng s& duge hip thu
nhanh hon khi ngdm dudi ludi hodc nhai, Thudc duge chuyén hoa nhiéu
khi qua gan l4n diu. Hai chét chuyén hoa chinh déu cé hoat tinh la
isosorbid — 2 mononitrat (2 - ISMN) ¢6 thoi gian tac dung ngin va
1sosorbid - 5 mononitrat (5 — ISMN) c6 thoi gian tic dung dai hon.
Thudc két hop voi protein huyét tuong t&i 28 + 12%, thi trir chi yéu
qua nude tidu. Nira déd thai trir qua huyét twong cia ISDN 1a 50 + 20
pht, ciia 2 — ISMN khoang 2 gitr, cia 5 — ISMN khodng 5 gio.

Thai gian tac dung cta thube phu thuge vao cach sir dung: ngidm dudi
ludi (biit ddu co tic dung sau 2 phat, tic dung t6i da sau 15 - 45 phut kéo
dai 1 -3 gitr). Nhai (bt diu tac dung sau 5 - 20 phut, kéo dai | - 3 gid).
Uéng (bdt ddu co tac dung sau 15 - 45 phut, tac dung toi da sau 45 - 120
phut kéo dai 2 - 6 gio).

5. Quy cdch dong goi: Hop 03 vi x 20 vién nén

6. Chi dinh:

- Phong va didu tri con dau thit nguc.

- Diéu tri suy tim sung huyét (phdi hop voi cac thude khac).

7. Liéu lugng va cich ding:

- Diéu trj con dau thit nguc: Ngdm dudi luti hode nhai 2,5 - 10mg/ lin,
2 - 3 gior mét Jan cho dén hét con dau.

- Phong con dau that ngue: Ubng 10 - 20mg/ I4n, 3 - 4 lan/ngay.

- Diéu tri suy tim sung huyét: Ngam dudi ludi hode nhai 5 - 10 mg, holic
udng 10 - 20 mg/an hode hon, 3 - 4 lan mdi ngdy rdi giam xudng liédu
duy tri.

8. Str dung cho phu nir ¢6 thai va cho con ba:

- Théi ki mang thai: Chua ¢6 bao cdo ndo vé anh hudng cia thude véi

phu nir mang thai

- Thai ki cho con bi: Chua biét thude ¢é thii trir qua sira hay khéng.
Khong nén ding [sosorbid dinitrat cho nguéi dang cho con bu.

9, Tde dong cia thube khi 14i xe v vin hanh miy:

Can than trong vi thude ¢6 thé gdy chong mat, nhirc diu, chodng ving
nhit fa trong khai ddu didu tri.

10. Chéng chi dinh:

Vién nén Biresort® 10 nén chong chi dinh vdi cdc bénh nhan:

- Qui min véi Isosorbid dinitrat hodc mononitrat; suy tudn hoan cip

(sde, truy mach); dau thit nguc do phi dai co tim tic nghen; huyét ap

rit thilp hoac 4p lue lam ddy thip (Isosorbid dinitrat trinh su dung cho
bénh nhén co xudt huyét hay bénh nhan giam thé tich mau). thidu mau
nang; bi ép tim; hep déng mach chu, viém mang ngoeal tdm Lthit, hep
van hai la

- Nhoi mau co tim thit phéi; taing &p e ndi so.

- Bénh nhan bi bénh do viem phéi.

- Chit irc ché 5 - phosphodiesterase (vd: sildenafil, tadalatil, vardenafil)
lam tang hiéu e ha huyét ap cia nitral. Do do chong chi dinh sur dung
phdi hop vién nén Biresort®® 10 voi cic thude nay

- Qua mén voi bat ky ta duge nao,

1L Thiin trong:

- Khi ding thude phai tang liéu tir tir d& tranh nguy co ha huvét ap the
dimg va dau déu & mot sb ngutn bénh: nén ngdi hodie ndm sau ki dung
thude.

- Khi diing lidu cao khéng nén giam thude dot ngot.

- Nguoi cao wbi: Khong co chi din dac biét, wy nhién can thin trong
nhit [a voi nguai min cam voi thude gay ha huvét dp

- PG an todn va hidu qud cia thude ddi vai tré em chua duoe xae dinh
12. Tuong tic thube va ciie logi twong téc khic:

- Ding ruou s€ lim ting gidin mach vi gdy ha huyét ap the dung nghicm
trong.

- Khi dung thude clng v&i disopyramid phosphat tic dung ching st

nuoc bot cia disopyramid cdn trd s hed tan cha vién ngaim lsosarbid
dinitrat,

- Chit (rc ché 5 - phosphodiesterase (vd, sildenafil, ladalafil, vardenafi
lam ting hiéu luc ha huyét ap cua nitrat do cong hop tac dung o
mach gdy tut huyét ap nghiém trong. da c6 truong hop Ur vong
13. Tic dung khéng mong mudn:

Cic tan sb duoi day duge su dung:

Rt phd bién: > 10%

Thuong gip: = [%-< 0%

ftgap: 2 0,1%-< 1%

Hiém gap: 2 0,01%- < 0,1% 2
Rét hiém gap: < 0,01%, ké ca truomg hop bi phin lip.

- Pau du (“dau ddu nitrat™) khi bit ddu didu tri vai thude. hiu hat

trutmg hop tinh trang dau diu co cai thién/ duoc gidi quyél sau nhidu

ngay didu tri

- Gidn mach ngoai vi lam da do birmg. i
Thiedng gap.: = 1% - = |0% 2t
- Giam huyét ap va/ hodc ha huyét ap thé dimg véi nhip um nhanh va

cde triéu chimg phan xa/ diu hidu coa thidqu mau cuc bo ndo (budn ngu.
chéng mat va stic khoe yéu) trong lan diu sirdung va ki tng liéu,

- Phil ngoai bién ¢ bénh nhin diéu tri suy thit trai

- Bubn non va non;

- Phan (mg di tng da;

- Giam huyét dp voi tang triéu chimg dau thit nguc;

- S suy két hop vai nhip tim cham va roi loan nhip tim

Rt hiém gap: = 0.01%

= Viém da bong troc/ hoi chimg Steven Johnsons hay phu much

- Giam théng khi phé nang véi hau qua giy thidu oxy mdu vi nguy co
gdy nhdi mdu co tim & nhing bénh nhin ¢o bénh tim mach vinh

- Téng nhin 4p goc hep;

- Xufit huyét tuyén vén & nhing bénh nhin ¢o khoi u tuyén vén khang
duge chin doan. Sy tang dung nap va dung nap cheo chong lar cac
thube nitrat khic da duge ghi nhin. BE trdnh lam suy véu hay thim chi
mit tae dung, nén tranh sir dung lidu cao lién we.

Tang cudng cic lidu v/ holic thay dbi trong khodng héu co thé din dén
giam hofe tham chi mét hiéu lyc thude

14. Qui lidu vit ciieh xir triz

V.

_fe T¥an



- Tri¢u chimg: Thutng gap nhit 14 ha huyét &p, dau dau nhu baa b,
nhip tin! nhanh, do bimg mat Khi liéu qui cao co thé xdy ra
" methemoglobin huyét
- Xir tri: Diéu tri ha huyét 4p cin dé ngudi bénh & tr thé nim nang cao
hai chan, co thé tiém truyén dich, diéu tri chimg xanh tim do
methemoglobin bang cach tiém tinh mach chim xanh methylen véi
lidu 1 - 2 mg/kg thé trong. Rira da day ngay lap tire néu ding thude
qua duomg udng.
Théng bdo cho Bdc st nhitng tdc dung khéng mong mudn
gdp phii khi sir dung thude.
15. Cic déu higu cin luu § va khuyén cio:
- Ché phdm c6 chira Aspartam, do do, co chita mdt ngudn phenylalanine.
Co thé co hai cho nhimg ngudi ¢o phenylketonuria,
- Ché phdm co chira Flowlac (14 Lactose monohydrat phun séy). Do do
cén than trong cho bénh nhan gip cac van d& khong dung nap duong,

Bénh nhan thicu hut Lapp lactase hay kém hap thu glucose — galacose
khdng nén ding thude nay

Han diing: 36 thang ké tir ngdy sn xuft.

Bio quén: Kin, tranh anh sang, nhiét do khing qua 30'C

DE xa tim tay cia tré em.

Doc ki huwdng ditn siv dung trede khi ding.

Thudce niy chi ding theo don cia bic 57,

Néu ciin thém thong tin, xin hii J kién Bdc si.

Ngay xem xét sia dbi, ciip nhiit lpi ndi dung hudng din sic dung

Céng ty sin xuiit

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; 0563846500 - 3846040 * Fax: 056.3846846
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To hwéng din sir dung thude cho bénh nhan

Vién nén BIRESORT® 10

- Thuée nay chi dwoe dimg theo don ciia bdc sy
- Théng bdo cho duwgc sy hodc bdc s nhitng tdc dung khéng mong mudn gdp phai khi s
dung thudc.
1. Thanh phan ham lwgng cia thude: cho 1 don vi dong goi nho nhit
- Hoat chat: Isosorbid dinitrat ................ccovvvvvvvviererein, 10 mg
(dudi dang Diluted Isosorbid dinitrat 25%)
~"RRGWOE & suwusns s e s i asn damm vd 1 vién
(Ta dugc: Flowlac, Avicel, Magnesi stearat, bot Tale, Aerosil, Aspartam, Menthol)
2. M6 ta san phim
Vién nén tron, mau tre“'lng nhéan bong, canh va thanh vién lanh lan, khong st me
3. Quy cach dong goi
Hop 03 vi x 20 vién, kém to huéng dan st dung
4. Thube dung cho bénh gi?
- Phong va diéu tri con dau thit nguc.
- Diéu tri suy tim sung huyét (phéi hop véi cac thude khac).
5. Nén dung thu6c nay nhw thé nao va liéu lwrgng?
- Puong dung: Udng
- Cach dung va liéu ding: Dung theo ding su huéng dan ctia bac sy hodc duoc sy.
+ Diéu tri con dau thit nguc: Ngam dudi ludi hodc nhai 2,5 - 10mg/ 1an, 2 - 3 gi mot lan
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 duéi ludi hodc nhai 5 - 10 mg, hodc udng 10 - 20
mg/lan hodc hon, 3 - 4 1in mdi ngay roi giam xudng liéu duy tri.
6. Khi nao khong nén dung thudc nay?

Vién nén Biresort® 10 nén chéng chi dinh véi cac bénh nhéan:

W
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- Quéd man voi Isosorbid dinitrat hodic mononitrat; suy tuan hoan cé‘ip (séc. truy mach): dau
thit ngue do phi dai co tim tic nghén; huyét ap rat thap hodc 4p luc lam day thap (Isosorbid
dinitrat trinh st dung cho bénh nhan cé xuét huyét hay bénh nhan giam thé tich mau); thiéu
mau ndng; bi ép tim; hep dong mach chu; viém mang ngoai tam thét; hep van hai la.

- Nhoi mau co tim thét phai; tang ap luc ndi so.

- Bénh nhan bi bénh do viém phdi.

- Chét trc ché 5 - phosphodiesterase (vd: sildenafil, tadalafil, vardenafil) lam tang hi¢u luc ha
huyét ap cua nitrat. Do do6 chéng chi dinh sir dung phdi hop vién nén Biresort® 10 voi céc
thudc nay.

- Qua man véi bat ky ta duoc nao.

7. Tac dung khong mong muon -

Céc tan sé dudi day duoc st dung: ﬁi

RAt phé bién: > 10% T

Thudng gip: > 1% - < 10% \ Tég‘;

it gap:>0,1% - < 1% %U

Hiém gép: > 0,01% - < 0,1%

Rat hiém gip: < 0,01%, ké ca trudng hop bi phan lap.

Rdt pho bién: > 10%

- Pau dau (“dau dau nitrat”™) khi bit dau diéu tri voi thude, hau hét trrong hop tinh trang dau b

dau c6 cai thién/ duge giai quyét sau nhiéu ngay diéu tri.

- Gian mach ngoai vi lam da do bung. .

Thieong gdp: > 1% - < 10% :@
-

- Giam huyét 4p va/ hoic ha huyét ap thé dimg v6i nhip tim nhanh va cac triéu ching phin
xa/ déu hiéu cua thiéu méu cuc bd nio (buén ngu, chéng mat va stc khoe yéu) trong lan dau
str dung va khi ting liéu.

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

It gdip: > 0.1% - < 1%

- Budn non va non;
- Phan tng di Uing da;

- Giam huyét ap véi tang triéu ching dau thit nguc;



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

Rat hiém gdp: < 0,01%

- Viém da bong tr6c/ hdi chung Steven Johnsons hay phu mach

- Giam thong khi phé nang v6i hau qua gy thiéu oxy mau va nguy co gay nhoi mau co tim
¢ nhitng bénh nhén c6 bénh tim mach vanh.

- Téang nhan ap goc hep;

- Xuét huyét tuyén yén & nhitng bénh nhan ¢6 khéi u tuyén yén khong dugce chin doan. Su
tang dung nap va dung nap chéo chéng lai cac thudc nitrat khac da duoc ghi nhén. Dé tranh
lam suy yéu hay thdm chi mit tic dung, nén tranh str dung liéu cao lién tuc.

Tang cuong cac lidu va/ hoic thay dbi trong khoang liéu ¢6 thé dan dén giam hoic tham chi
mat hiéu luc thude.

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

- Khi dung thudc cung véi disopyramid phosphat téc dung chong tiét nude bot cua
disopyramid can tr¢ sy hoa tan cia vién ngdm Isosorbid dinitrat.

- Chét trc ché 5 - phosphodiesterase (vd: sildenafil, tadalafil, vardenafil) lam tang hiéu luc
ha huyét ap ctia nitrat do cong hop tac dung gidn mach gdy tut huyét ap nghiém trong, da co
truomg hop tir vong.

- Ché phﬁm ¢6 chira Aspartam, do do, c6 chira mot nguf)n phenylalanine. Co thé ¢6 hai cho
nhitng nguoi c6 phenylketonuria.

- Ché phidm c6 chira Flowlac (1a Lactose monohydrat phun sdy). Do d6 can than trong cho
bénh nhéan gap cac van dé khong dung nap duong. Bénh nhan thiéu hut Lapp lactasc hay
kém hép thu glucose — galactose khoéng nén dung thude nay

* Can théng bdo ngay cho bdc sy néu ban da timg duoc chan dodn phenylketonuria hodc
gdp vdn dé vé dung nap dwong hodc dang sir dung cdc thuée néi trén.

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

Khong ubng gip doi liéu dé bu lai lidu da quén. Néu quén udng mot licu, udng mot licu ngay
khi nhé ra va ubng liéu tiép theo vao ding thoi diém.

10. Cin bio quin thudc nay nhu thé nao?

Kin, tranh dnh sang, nhiét do khong qua 30°C
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11. Nhirng triéu chitng va diu hiéu khi ding thude qua liéu?

Thudng gip nhat 1a ha huyét ap, dau dau nhu bua bd, nhip tim nhanh, do bung mat. Khi licu
qué cao ¢6 thé xay ra methemoglobin huyét.

12. Can phai lam gi khi ding thuéc qua li¢u Khuyén cdo?

Khi gép cac triéu chimg qua lidu ké trén, dua ngay bénh nhan dén co so y té hodc bénh vién
gan nhét. Xir tri qué liéu cho bénh nhén theo huéng dan cua y, bac sy.

13. Nhiing diéu cin than trong khi ding thude nay?

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

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

- Ngudi cao tubi: Khong cé chi dan dic biét, tuy nhién can than trong, nhat 1a voi neuoi
mén cam voi thude gy ha huyét 4p.

- B9 an toan va hi¢u qua cua thuoc doi vadi tré em chua dugce xac dinh.

14. Khi nao cin tham véan bac sy, duoc sy? S
- Khi ban dang gap van dé vé tim mach; dang st dung mot s thude diéu tri nhu disopyramid \;/
phosphate, chét (rc ché 5 - phosphodiesterase (vd: sildenafil, tadalafil, vardenafil);

- Khi ban da timg dugc chan doan phenylketonuria hodc gap van dé vé dung nap duomg;

- C6 tién sir qua man véi bét ky thanh phan nao cua thude.

Néu can thém théng tin xin hoi y kién bdc sy hodc dirgc sy

15. Han ding ciia thude

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

16. Tén, dia chi, biéu twong cia nha san xuit

- Tén: CONG TY CO PHAN DUQC — TRANG THIET Bl Y TE BINH BINH (BIDIPI IAR)

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

Dinh /4

- Biéu tugng nha san xuét:

Bidiphar

17. Ngay xem xét stra d6i, cAp nhit lai ni dung huéng din sir dl.mg**ti‘i‘ulﬁttf




