TO HUONG DAN SU DUNG THUOC CHO CAN BO Y TE

ESORT® 10

n: cho 1 don vj dong goi nho nhit

OXDID QIR ... s csiisnvsammesana 10mg
ludi dang Diluted Isosorbid dinitrat 25%)
............................................................................. vd 1 vién
Flowlac, Avicel, Magnesi stearat, bt Talc, Aerosil,

2. Dang bao ché: Vién nén

3. Duyge lyc hoc:

Nhom duwge ly: Thube gian mach

Ma ATC: CO1DAO8

Duge ly va co ché tdc dung:

* Duyc lye hoc:

Céc nitrat tic ddng cha yéu trén h¢ tinh mach, vai liéu cao lam gidn ca
hé dong mach va ca mach vanh. Gian h¢ tim mach Iam cho miu r dong
& ngoai vi va trong cdc phu tang, giam lugng mau vé tim (gidm tién
ganh) din dén giam 4p lyc trong cac budng tim. Gian ddng mach din
dén giam sirc can ngoai vi (gidm hdu ganh) din dén giam huyét ap, nhét
1a huyét 4p tdm thu, tuy khong nhiéu nhumg c6 thé gdy phan xa giao cam
lam mach hoi nhanh va tang sic co bop co tim. Céc nitrat con c6 tac
dung tc ché két tap tiéu cdu. Trong suy vanh, giam tién ganh, giam hiu
ganh s& lam giam cdng va mirc tiéu thu oxy ciia co tim, cung va ciu vé
oxy cua co tim dugc cin bing s& nhanh chong cit con dau thit nguc.

4. Dugc dng hoc:

Isosorbid dinitrat (ISDN) dugc dung dudi dang udng s& dugce hip thu
nhanh hon khi ngdm dudi ludi hodc nhai. Thude dugce chuyén hoa nhiéu
khi qua gan ldn ddu. Hai chit chuyén hoa chinh déu c6 hoat tinh la
isosorbid — 2 mononitrat (2 — ISMN) c6 thoi gian tac dung ngdn va
isosorbid - 5 mononitrat (5 - ISMN) c6 thdi gian tic dung dai hon.
Thudc két hop voi protein huyét tuong tai 28 + 12%, thai trir chi yéu
qua nudc tidu. Nira doi thai trir qua huyét wong cua ISDN 1a 50 + 20
phat, cla 2 - ISMN khoang 2 gio, cia 5 - ISMN khoing 5 gio.

Thoi gian tic dung cua thude phy thudc vao cich sir dung: ngdm dudi
ludi (bit diu c6 tac dyng sau 2 phu, tic dung i da sau 15 - 45 phat kéo
dai 1 - 3 gidy). Nhai (bt ddu tac dung sau 5 - 20 phut, kéo dai | - 3 gid).
Ubng (bit ddu c6 tac dung sau 15 - 45 phut, tac dung tdi da sau 45 - 120
pht kéo dai 2 - 6 gid).

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

6. Chi djnh:

- Phong va diéu trj con dau thit ngyc.

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

7. Liéu lugng va cich dung:

- Didu trj con dau thit ngyc: Ngam dudi ludi hodc nhai 2,5 - 10mg/ lén,
2 -3 gio mdt l4n cho dén hét con dau.

- Phong con dau thit ngyc: Udng 10 - 20mg/ 1dn, 3 - 4 lin/ngay.

- Diéu trj suy tim sung huyét: Ngdm dudi ludi hodc nhai 5 - 10 mg, hodc
ubng 10 - 20 mg/lin hoac hom, 3 - 4 14n mdi ngay rdi giam xudng liéu
duy tri.

8. Str dyng cho phy nfr ¢6 thai va cho con bu:

- Thoi ky mang thai: Chua ¢6 bo cdo ndo vé anh hudng cua thude vai

phy nr mang thai

- Thoi ky cho con bi: Chua biét thude c6 thai trir qua sira hay khong
Khong nén dung Isosorbid dinitrat cho ngudi dang cho con bu

9. Téc dng cua thubc khi l4i xe va vin hanh mdy:

Cén than trong vi thubc c6 thé gdy chong mat, nhirc ddu, choang vang
nhit 1a trong khéi ddu didu trj.

10. Chéng chi dinh:

Vién nén Bireson® 10 nén chéng chi dinh véi cac bénh nhan:

- Qua min voi Isosorbid dinitrat hoic mononitrat; suy tudn hoan cip

(sbe, truy mach); dau that nguc do phi dai co tim tic nghan; huyét ap

rit thip hoac ap luc lam déy thap (Isosorbid dinitrat tranh sir duny cho
bénh nhin co xudt huyét hay bénh nhin giam thé tich maw). thicu mau
ndng: bi ép tim; hep ddng mach chu, vidim mang ngodr tim thit. hep
van hai la,

- Nhéi méu co tim thdt phai; tang ap luc noi so

- B&nh nhéan bj bénh do viém phoi

- Chét ¢ ché 5 - phosphodiesterase (vd: sildenafil, adalalil, vardenatil)
lam tang hidu luc ha huyét ap cua mitrat. Do do chong chi dinh s dung:
phdi hgp vién nén Biresort® 10 von cic thude nay

- Qua mén voi bt ky 14 duoc nuo

11, Thin trong:

- Khi dung thude phat ang hiéu weta dé tranh nguy co ha huyét ap thé
dimg va dau déu & mdt sé nguai bénh, nén ngdi hodc ndm sau khi durig
thube.

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

- Nguoi cao tudi: Khong ¢6 chi din dic bidt, tuy nhidn cin than trong
nhit 1a voi ngudi min cam vai thude gay ha huyét ap

- D an toan va hiéu qua cta thude ddi voi tré em chua dugce xic dinh
12. Twong tic thude va cic logi twong tic khic:

- Dung rugu s@ 1am tang gidn mach va gay ha huyét ap thé dimg nghicm
trong.

- Khi dang thude cung voi disopyramid phosphat tac dung chong tiét
nude bot cla disopyramid cin tro su hod tan cta vién ngam Isosorind
dinitrat

- Chit trc ché S - phosphodiesterase (vd: sildenalil, tadalafil, vardenalil)
lam tang hi¢u lyc ha huyét ap cia nitrat do cOng hop tac dung gid
mach gay tut huyét ap nghiém trong, di co truomg hop tir vong

13. Téc dung khong mong mudn:

Cac tan sb dudi ddy duge sir dung

Rat phd bién: > 10%

Thuong glp 2 1% - < 10%

ftgap 201%-< 1%

Hiém gdp 20,01%-<0,1%

Rt hidm gap < 0.01%, ké ca truimg hop bi phin lip
Rdt phé bién: > 10%

- Dau ddu ("dau dau nitrat”) khi bat diu didu trj voi thude, hiu hét
truang hgp tinh trang dau ddu co cai thién/ duoe gidi quyét sau nhicu
ngdy diéu tr.

- Gidin mach ngoai vi lam da do bung "
Thieomg gap: > 1% - < 10% A
- Giam huyét dp v/ hojic ha huyét ap thé dimg vai nhip tim nhanh vi oy,

cic triéu chimg phan xa/ ddu hidu cia thidgu mau cue bd ndo (budn neu
chong mat va suc khoe yéu) trong 1an ddu s dung va Khi tang liéu

- Phu ngoai bién ¢ bénh nhdn di¢u try suy thit tran
frgap:>01%-<1%

- Budn nén va ndn,

- Phin ung di (mg da;

- Giam huyét ap voi ting tri¢u ching dau thit ngue.

- Sur suy két hgp vai nhip tim chiam vi rdi loan nhip tim

Rt hiém gap: < 0,01%

- Viém da bong tré¢/ hoi chimg Steven Johnsons hay pha mach

- Gram thong khi phé nang voi hdu qua gav thidu oxv miu va nguy co
gdy nhdi mau cu tim ¢ nhitng bénh nhan ¢o bénh tim mach vanh

- Tang nhin ap goc hep:

- Xufit huydt tuyén yén & nhimg bénh nhin co khoi u twyén yen kndng
duge chin doan. Sy tang dung nap va dung nap chéo ching I cac
thude nitrat khac da duge ghi nhan D& tranh lam suy yéu hay tham chi
mit tac dung, nén tranh sir dung liéu cao lién we

Tang cudng céc lidu va/ hoac thay ddi trong khoang licu co thé dan den
gidm hodc tham chi mét higu lyc thude

14. Qui lidu va cich xir tri:




- Trigu chimg: Thudng gip nhét 13 ha huyét 4p, dau ddu nhu bua bd,
nhip tim ‘nhanh, dé bimg mat. Khi lidu qua cao co thé xay ra
.'methemoglobin huyét.
- Xur tri: Didu trj ha huyét 4p cin d& nguoi bénh & tu thé nim ndng cao
hai chn, co thé tiém truyén dich, diéu tri chimg xanh tim do
methemoglobin bng cich tiém tinh mach chdm xanh methylen véi
liéu | -2 mg/kg thé trong. Rira da day ngay l4p tirc néu ding thude
qua dudmg ubng.
Thong bdo cho Bdc sT nhitng tdc dung khong mong mubn
84p phdi khl sir dung thudc.
15, Céc ddu hi¢u cdn luu ¥ va khuyén cso:
- Ché phim c6 chir Aspartam, do d6, c6 chira mot ngudn phenylalanine.
C6 thé c6 hai cho nhimg ngudi c6 phenylketonuria.
- Ché phim c6 chira Flowlac (14 Lactose monohydrat phun sdy). Do dé
cén thin trong cho bénh nhan gip cic vin d& khong dung nap duong.

Bénh nhan thiéu hut Lapp lactase hay kém hip thu glucose - galactose
khong nén dung thude ndy

Han ding: 36 thang ké tir ngay san xuit

Bio quan: Kin, tranh anh sang, nhiét do khong qua 30°C

Dé xa tdm tay cida iré em.

Doc kp hudng din sir dung trude khi ding.

Thudce nay chi dang theo don cia bdc sj.

Néu cln thém thong tin, xin héi  kién Bdc sT.

Ngady xem xét sira ddi, cdp nhit 13i ni dung huéng din sir dyng

Cong ty sin xudt

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

DT: 056.3846500 - 3846040 * Fax: 056.3846846
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To huéng din sit dung thude cho bénh nhén

Vién nén BIRESORT® 10

- Doc Zy‘_hzténg dan str dung trieée khi ding.
- Thuéc nay chi dwgc dung theo don cua bdc sy.
- Théng bdo cho dugc sy hodc bdc sy nhitng tdc dung khong mong muon gap phdi khi sir
dung thuéc.
1. Thanh phan ham lwgng ciia thude: cho 1 don vi dong go6i nho nhét
- Hoat chat: Isosorbid dinitrat .................cooeevveerienei, 10 mg
(du¢i dang Diluted Isosorbid dinitrat 25%)
o e o vd 1 vién
(Ta dugc: Flowlac, Avicel, Magnesi stearat, bét Tale, Aerosil, Aspartam, Menthol)
2. M6 ti san pham
Vién nén tron, mau tring nhin bong, canh va thanh vién lanh ldn, khong st me
3. Quy cach dong goi
Hop 03 vi x 20 vién, kém t& huéng dén sir dung
4. Thubc dung cho bénh gi?
- Phong va diéu trj con dau thit nguc.
- Piéu trj suy tim sung huyét (phi hop véi cc thude khac).
5. Nén dung thudc nay nhw thé nao va liéu lugng?
- Puong ding: Udng
- Céch dung va lidu dung: Dung theo ding sy hudng din cia béc sy hodc dugc sy.
+ Piéu trj con dau thit ngue: Ngam dudi ludi hogc nhai 2,5 - 10mg/ lan, 2 - 3 gio mot lan
cho dén hét con dau.
+ Phong con dau thit nguc: Ubng 10 - 20mg/ lan, 3 - 4 lan/ngay.
+ Didu tri suy tim sung huyét: Ngdm duéi ludi hogc nhai 5 - 10 mg. hodc udng 10 - 20
mg/lan hodc hon, 3 - 4 1dn m&i ngay rdi giam xudng lidu duy tri.
6. Khi nao khong nén ding thudc nay?

Vién nén Biresort® 10 nén chong chi dinh véi cac bénh nhan:

a




.

- Qué man v6i Isosorbid dinitrat hodic mononitrat; suy tuin hoan cép (sbc. truy mach): dau
thit nguc do phi dai co tim tic nghén; huyét ap rat thdp hoic ap luc lam day thép (Isosorbid
dinitrat tranh sir dung cho bénh nhan c6 xuét huyét hay bénh nhan giam thé tich mau): thiéy
méu nang; bi ép tim; hep dong mach chu; viém mang ngodi tam thét; hep van hai la.

- Nhdi méu co tim thét phdi; tang ap luc ndi so.

- Bénh nhén bj bénh do viém phdi.

- Chét trc ché 5 - phosphodiesterase (vd: sildenafil, tadalafil, vardenafil) lam tang hic¢u luc ha
huyét ap cua nitrat. Do d6 chéng chi dinh sur dung phdi hop vién nén Biresort® 10 vdi cac
thude nay.

- Qua min véi bat ky ta duge nao.

7. Tac dung khéng mong muén

Céc tan s duéi day dugc sir dung:

Rat phd bién: > 10%

Thudng gip: > 1% - < 10%

ft gap:>0,1%-< 1%

Hiém gap: > 0,01% - < 0,1%

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

Rdt pho bién: > 10%

- Dau dau (“dau déu nitrat”) khi bat dau diéu trj v6i thude, hiu hét truong hop tinh trang dau
ddu c6 cai thién/ dugc giai quyét sau nhiéu ngay diéu tri.

- Gidn mach ngoai vi lam da dé bung.

Thwong gap: > 1% - < 10%

- Giam huyét ap va/ hoic ha huyét dp thé ding v6i nhip tim nhanh va cac riéu chimg phan

xa/ ddu hi¢u cia thiéu mau cuc bd ndo (budn ngu, chong mat va strc khoe ycu) trong lan dau
sir dung va khi tang liéu.
- Phu ngoai bién & bénh nhan di€u tri suy that trai

ft gdp: > 0.1% - < 1%

- Budn noén va non;
- Phan tng di Ung da;

- Giam huyét ap véi tang trigu chimg dau thit nguc;
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- Su suy két hop véi nhip tim chim va réi loan nhip tim.
Rdt hiém gap: < 0.01%

- Viém da bong tréc/ hdi chitng Steven Johnsons hay phit mach

- Giam thong khi phé nang véi hau qua gay thiéu oxy mau va nguy co giy nhdi mau co tim
¢ nhitng bénh nhan c6 bénh tim mach vanh.

- Tang nhén 4p gdc hep;

- Xuit huyét tuyén yén & nhitng bénh nhan c6 khdi u tuyén yén khéng dugc chan dodn. Su
tang dung nap va dung nap chéo chéng lai cac thudc nitrat khac da duoc ghi nhan. Dé tranh
lam suy yéu hay thdm chi mét tac dung, nén tranh sir dung liéu cao lién tuc.

Tang cudng cac liéu va/ hodc thay ddi trong khoang liéu ¢6 thé dan dén giam hodc tham chi
mét hiéu lyc thude.

8. Nén tranh dung nhitng thudc hoic thuc phim gi khi dang sir dung nhirng thude nay?
- Dung ruqu sé lam tang gian mach va gy ha huyét ap thé dimg nghiém trong.

- Khi dung thubc cung véi disopyramid phosphat tic dung chdng tiét nudc bot cua
disopyramid can trd sy hoa tan cta vién ngdm Isosorbid dinitrat.

- Chét e ché 5 - phosphodiesterase (vd: sildenafil. tadalafil, vardenafil) lam tang hi¢u lyc
ha huyét &p cua nitrat do cong hop tac dung gidn mach gay tut huyét ap nghiém trong. da co
trudng hgp tir vong.

- Ché phdm c6 chira Aspartam, do d6, ¢ chira mdt ngudn phenylalanine. C6 thé ¢6 hai cho
nhirng nguoi cé phenylketonuria.

- Ché pham c6 chira Flowlac (14 Lactose monohydrat phun sdy). Do d6 c¢in thin trong cho
bénh nhin gip cac vin dé& khong dung nap duong. Bénh nhan thiéu hut Lapp lactase hay
kém hép thu glucose — galactose khong nén diing thude nay

* Can théng bdo ngay cho bdc sy néu ban da tieng duwgce chan dodn phenylketonuria hodc
gap vdn dé vé dung nap dwong hodc dang sir dung cdc thudc néi trén.

9. Cin lam gi khi mgt lan quén khong ding thude?

Khong udng gdp doi lidu dé bu lai lidu da quén. Néu quén udng mét li¢u, udng mot lidu ngay
khi nhé ra va ubng lidu tiép theo vao ding thoi diém.

10. Cin bao quan thude nay nhw thé nao?

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

=
’956‘
TR

i
)

& . DINI

I8 4R)

2o

o=

L



11. Nhirng tri¢u ching va ddu hi¢u khi dung thube qua lidu?

Thudng gip nhét 1a ha huyét ap, dau dau nhu bua b, nhip tim nhanh, do birg mat. Khi liéu
qué cao c6 thé xay ra methemoglobin huyét.

12. Cén phii 1am gi khi ding thuéc qué lidu khuyén cd0?

Khi gép céc trig¢u chimg qua liéu ké trén, dua ngay bénh nhan dén co so y (¢ hodic bénh vicn
gan nhat. X1 tri qua lidu cho bénh nhén theo huéng dén ciia y, bac s3.

13. Nhirng diéu cin thin trong khi dung thudc nay?

- Khi dung thubc phai tang lidu tir tir dé tranh nguy co ha huyét ap thé dimg va dau diu o
mot sb ngudi bénh; nén ngéi hodc nim sau khi dung thude.

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

- Ngudi cao tudi: Khong c6 chi din dc biét, tuy nhién cdn than trong. nhit 1a voi nguoi
mén cam véi thube gay ha huyét ap.

- B{ an toan va hiéu qua cua thudc dbi véi tré em chua dugc xac dinh.

14. Khi nao cin tham vén bac sy, dugc sy?

- Khi ban dang gap vén dé vé tim mach; dang stir dung mot s6 thude diéu tri nhu disopyramid
phosphate, chét (rc ché 5 - phosphodiesterase (vd: sildenafil, tadalafil, vardenafil);

- Khi ban da tirng dugc chdn doan phenylketonuria hoac gap van dé vé dung nap dudng:

- C tién st qua mén v6i bt ky thanh phin nao cua thuéc.

Néu can thém théng tin xin héi y kién bdc sy hodic duoce sy
15. Han ding ciia thude

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

16. Tén, dja chi, biéu twgng ciia nha sin xuit )
- Tén: CONG TY CO PHAN DUQC - TRANG THIET Bl Y TE BINH DINH (BIDIPHAR)

- Dia chi: 498 Nguyén Théi Hoc, phudng Quang Trung, thanh phd Quy Nl'}_(yr;\:yufh Binh

Dinh 4

'

Bidiphar

17. Ngay xem xét sira ddi, cip nhit lai nji dung huéng din sir dung thude

- Bi€u tuong nha san xuat:
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