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NHAN HOP GLOCOR 10
(Hop 3 vix 10 vién)

BAD QUAN: DE noi khd réo,
sang. nhigt do khang qua 30°C.
SDK/ BEG. No.:

TIEU CHUAN/ SPECIFICATION:;
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v
THANH PHAN: M3i vién nén bac phim chia >
Bisoprolol fUMarat.........coiecowvs risniecnsiecien 10 MQ I g .
T4 dugc viia dii 1 vidn ‘ é @ )
CHi BINH, LIEU LUJNG, CACH DUNG, CHONG CHI  San xudt b/ Manufactured by 38 E i
DINH VA CAC THONG TIN KHAC VE SAN PHAM: CONG TY TNHH DUGC PHAM GLOMED =£c 2
Xin doc t0 hubng dln s dung. GLOMED PHARMACEUTICAL COMPANY, Ltd e o o
BE XA TAM TAY CUA TRE EM. 35 Dai L9 Ty Do, KCN Viét Nam - b

DOC KY HUGNG DAN SU’ DUNG TRUGC KHI DUNG. An Phii, Thuin An, Binh Duong.

Sinpapure, II
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Glocor

than 30°C, in a dry place, protect from light.

KEEP OUT OF REACH OF CHILDREN.
READ CAREFULLY THE LEAFLET BEFORE USE. o

STORAGE: Store at the temperature not more 30 ~
@’
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& Prescription only

Glocor

Bisoprolol fumarate 10 mg

GLOMED Hap 3 vi x 10 vién nén bao phim
S Box of 3 blisters of 10 film coated tablats

or, |

.
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COMPOSITION: Each film coatad tablet contains
Bisoprolol fumarate 10 mg. Excipients q.5. 1 tablet.

G |0I:ﬂ|‘ INDICATIONS. DOSAGE, ADMINISTRATION,
CONTRAINDICATIONS AND OTHER INFORMATION:
Please refer to the package insart.
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HUONG DAN SU DUNG THUOC CHO CANBQ Y TE

GLOCOR 10 '
Bisoprolol fumarat
Vién nén bao phim
1. Thanh phin
MGi vién nén bao phim chira:
Hoat chat: Bisoprolol fumarat 10 mg
Té duoe: Dicalei phosphat khan, cellulose vi tinh thé 101, crospovidon, silic dioxyd thé keo,
magnesi stearat, opadry white, sunset yellow lake, sit oxyd ving.

2. Dang bao ché: vién nén bao phim.

' 3. Dugc lue hoc va dwge dgng hoc

Duge liee hoc:

Nhém dwoc ly: Thudc chen thu thé beta.

Mi ATC: CO7ABO7

Bisoprolol 1a thude phong bé chon loc trén receptor beta; - adrenergic (chit chen - beta tac dung

' chon loc trén tim). G liéu diéu tri, thudc khéng c¢6 hoat tinh kich thich than kinh giao cam ndi tai
" hay lam 6n dinh mang t& bao. Thubc c6 i luc thip véi receptor betay - adrenergic trén co tron
_ phé quan va mach mau cfing nhu receptor betas - adrenergic lién quan dén diéu hoa chuyén hoa.

Trong céc nghién ciru 14m sang ¢ kiém soat cho thiy véi liéu 10 mg bisoprolol fumarat méi
ngay cho tdc dung twong duong voéi 100 mg atenolol, 100 mg metoprolol hay 160 mg
propranolol. Bisoprolol dat tac dung tbi da trong vong 3-4 gi¢r sau khi udng. Do thoi gian ban
thai tir 10-12 gio, tac dung ctia bisoprolol kéo dai trong 24 gio.

Bisoprolol duoc ding trong diéu tri ting huyét p, dau thit nguc va suy tim sung huyét man tinh
6n dinh.

Co ché chdng tang huyét ap cua bisoprolol chua duoc x4c dinh diy du, c6 thé 1a do mét s6 co
ché sau:

. Lam giam c6ng suat cua tim.

. Uc ché giai phéng renin bai thin.

. Tac dong l1én trung tAm vén mach ¢ ndo.

' Bing cach phong bé receptor - beta & tim, bisoprolol lam giam dap Umg véi hoat tinh cudng giao

cam adrenergic. Tédc dung nay din dén giam nhip tim va giam co thit co tim, va do d6 glam tiéu
thu oxy ¢ co tim, 14 tic dung mong mudn trong diéu tri con dau that ngue.

' Trong diéu tri man tinh, bisoprolol lam giam strc can ngoai bién, va con duge chi dinh trong

' trudng hop suy tim man tinh 6n dinh voi lidu khéi déu thap.
Durge dong hoc ':
. Bisoprolol hip thu gén nhu hoan toin qua duong tiéu héa va chuyén héa‘k\; an lan dau rat it,

do @6 kha dung sinh hoc cao (khodng 90%). Nong d¢ dinh trong huyét {trong dat dugc trong
vong 2-4 gidy voi gid tri tir 16 ng/mL dén 70 ng/mL tuong {mg véi lidu 5-20 mg ding dudng
ubng. Thirc dn khong lam anh hudng dén hap thu thude.

- Khoéng 30% bisoprolol lién két v6i protein huyét tuong. Thé tich phan b 14 3,5 L/kg. Nira doi
huyét twong cta thude tir 10-12 gio.

. Thube duge chuyén héa & gan va bai tiét trong nude tiéu (khoang 50% dudi dang khéng déi va
50% dudi dang chét chuyén hoa).

4. Quy cach dong goi

Hép 3 vi nhém/PVC-PVAC, vi 10 vién nén bao phim.
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5. Chi dinh

con dau thét nguc.

6. Liéu ding va cich dung

Neén udng thude vao budi sang va cé thé ubng cling hay khéng cling véi bita in.

Ngwdi lon:

Ting huyét 4p hodc dau thit ngwe:

. Uéng liéu thong thuomg 5-10 mg, 1 lan/ngay. Liéu t6i da 20 mg/ngdy. Diéu trj ting huyét 4p
hoic dau thit nguc véi bisoprolol thudmg lau dai.

@ bénh nhan suy than niing (d6 thanh thai creatinin dudi 20 ml/phiit) hodc suy gan ning: Liéu t6i

da 10 mg/ngay trong diéu tri ting huyét ap va dau thit ngue.

' Hwéng dén ngirng thude:

Khéng nén ngimg thude dot ngdt. Lidu dang phai duge giam lidu dén, chia liéu ra mdi nia mdi

| tuan.
| Diéu chinh tri licu:
- Néu liéu ding tdi da khong dung nap tét, viée gidm lidu din din c6 thé duge xem xét.
. Trurong hop xdu hon thoang qua cia bénh suy tim, ha huyét p hoac nhip tim cham, khuyén

cdo xem xét lai lidu lugng cta thude dung ddng thdi. Gidm liéu tam thoi hodc xem xét ngung |

'~ sir dung bisoprolol néu can thiét.
. Nén luén luén xem xét viée diéu tri trd lai hodc tang liéu khi bénh nhan da 6n dinh lai.
.. Néu viéc ngung thude duge xem xét, vige giam li¢u tir tir dwoc khuyén cdo vi ngung thude dot
‘ ngdt cod thé din dén xuénng cép nghiém trong tinh trang ctia bénh nhan.
" Diéu tri v6i bisoprolol néi chung 12 mot diéu tri Jau dai.
' Sir dung trén bénh nhin suy gan hodc suy thin: Nén giam liéu khi ding thude trén nhimg
‘ bénh nhén nay.
' Nguoi gia: Khong can diéu chinh liéu.
i Tré em: Chua xdc dinh dugc hiéu qua va tinh an toan cua bisoprolol & tré em.
' 7. Chéng chi dinh
' Qua mén véi bisoprolol fumarat hay bét ky thanh phin nao ctia thube.
' Suy tim mét bu, sdc tim, block nhi - that do 11 hodc III, roi loan nit xoang, block xoang nhi, nhip

tim cham rd rét, ha huyét ép qua mirc, hen phé quan ning hay bénh phdi tic nghén man tinh 5
nang, bénh tic nghén dong mach ngoai bién va hoi chitng Raynaud, toan chuyén hoa, u té bao va

crdém, ding chung véi thude trc ché monoamin oxydase.

8. Luwu ¥ va thin trong

Suy tim: Than trong khi dung bisoprolol trén nhimg bénh nhan bi block nhi -
sung huyét hay hep dong mach chii.

Véi bénh nhdn khéng c6 bénh sir suy tim: Su {rc ché lién tuc co tim cua cic thude chen - beta cé
thé 1am cho suy tim. Khi ¢ céc dAu hiéu hoic triéu chimg diu tién cla suy tim, cdn phai xem
xét viée ngimg ding bisoprolol. Trong mét s6 trudng hop, 6 thé tiép tuc liéu phap chen - beta
trong khi diéu trj suy tim véi cac thude khac.

Ngung thudc dot ngdt: Ngung thude dot ngdt d6i khi gdy ra dau thit ngue, nhdi mau co tim, loan
nhip tam thét, va tir vong. Do d6, khéng nén ngung sir dung thude d6t ngot, dic biét & nhimg
ngudi bénh tim thiéu mau cuc b9.

Bénh mach ngogi bién: Céc thube chen - beta c6 thé 1am trim trong thém céc triéu chimg cua
suy d6ng mach & ngudi bi viém tic dong mach ngoai bién. Can thén trong ddi véi céc bénh nhan
nay.

Bénh co thét phé qudan: No6i chung, bénh nhin cé bénh co thit phé quan khéong duoc ding céc

4 do I, suy tim

Bisoprolol dugc ding mét minh hay phdi hop véi cdc thube khéc trong diéu tri ting huyét dp va |
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| véi diéu trj chéng ting huyét ap khéc. Vi tinh chon loc beta; khong tuyét ddi, phai ding lidu

- bénh cudmg gidp va tinh trang ha duong huyét. Thude ¢6 thé lam 16 5 tinh trang nhuge co va

' . Dung dong thri bisoprolol véi thude chen calei thuge nhom dihydropyridin (nhu nifedipin) c6

. Diing phéi hop thude kich thich than kinh giao cam va bisoprolol 1am giam tic dung cia cé hai

thudc chen - beta. Tuy vdy, do tinh chit chon loc tuong ddi betar, c6 thé ding than trong |

bisoprolol & ngudi bénh c6 bénh co thit phé quin khéng dap tng vdi hogc khong thé dung nap

bisoprolol thip nhét c6 thé duge, va bit dau vai liéu 2,5 mg. Phai c¢6 sin mot thude chi van
beta > (gian phé quan).

Gdy mé va dai phéi"u thudt: St dung thudc than trong & nhitng bénh nhan phai phau thuét 16m
ding thudc gdy mé toan than. Sir dung dic biét than trong néu ding thude gy mé irc ché co tim
(nhur 13, cyclopropan, ether, tricloroethylen).

Ddi thdo diong va ha glucose huyét, cuong gidp: Bisoprolol ¢ thé che gidu céc tri¢u chimg clia

lam bénh vay nén ning hon. Pau nguc di duge bdo cdo & mdt sé bénh nhin dau thit ngyc kiéu
Prinzmetal. Do vdy, nén thén trong khi diing thuéc trong nhitng trudng hop nay.

Sir dung trén bénh nhin suy gan hoic suy thin: Nén gidm lidu khi ding thude trén nhimg
bénh nhén nay.

Sir dung trén phu nit c6 thai: Dung bisoprolol cho phu nir ¢6 thai trong thoi gian ngin trude
khi sinh doi khi gdy ra nhip tim chdm va céc phan img khong mong muén khéc nhw ha dwong
huyét va ha huyét 4p & tré so sinh. Do vy, thude thuong khéng duoc khuyén ding cho ngudi
dang mang thai.

Sir dung trén phu nit cho con bi: Hau hét céc thude chen beta bai tiét trong sita me. Vi thé, nén |
ngimg cho con bi néu ngudi me dang diéu tri vai bisoprolol.

Anh hwing ciia thube dén khi ning diéu khién tau xe va vin hanh mdy méc: Vi thude c6
thé gay chong mit, do d6 nén than trong khi dang ldi xe va vén hanh may moc.

Nhimg thay déi ciia co thé nén duge xem xét ddc biét khi méi bat dau diéu trj cling nhur khi uong
ruou.

9. Twong tdc ciia thubc véi cic thude khic va cdc dang twong tic khic

. Thuée trc ché men chuyén va clonidin 1am ting téc dung chéng tang huyét 4p cua bisoprolol.

thé 1am ting nguy co tut huyét &p. O nhimg nguoi suy yéu chirc ning tim tiém 4n, sy phdi hop
nay c6 thé dan dén suy tim.

- Dung chung bisoprolol véi thude chéng loan nhip va mét s6 thude chen calci c6 thé gop phan |

lam nhip tim chdm va block tim.

 Céc thube gly tut huyét ép nhu aldesleukin va thube gy mé lam ting tac dung Sfifnegfang
huyét 4p cua bisoprolol, trong khi céc thubc khang viém khong steroid déi khéng vbi tac dung
nay.

- Thuée trc ché monoamin oxydase cé thé 1am ting tic dung ha huyét ap cta bisoprolol.

- (3 nhitng ngudi bénh tiéu dudng, bisoprolol 1am gim ddp {mg véi insulin va céc thude lam ha
dudmg huyét dudmg udng bing cach téc dong trén cc receptor - beta & tuyén tuy.

- Bisoprolol cé thé 1am ting tinh trang nhip tim chim do digoxin.

. Giam dap {mg véi adrenalin trong diéu tri sbc phan vé co thé xay ra & nhimg bénh nhan dugc
diéu tri lau dai véi bisoprolol.

. Thoi gian din truyén nhi - thit ting khi ding ddng thdi bisoprolol véi thude kich thich than
kinh di giao cam (ké ca tacrin).

thube ndy.
. Rifampicin 1am gidm nhe thoi gian ban hiy cia bisoprolol do cam {mg men chuyén hoéa thude
o gan.

. Thudc tre ché tdng hop prostaglandin lam gidm tic dung ha huyét 4p cua bisoprolol.
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j 10. Tdc dyng khdng mong mudn
- Céc tac dung khéng mong mubn dirgc xép theo tan sudt nhu sau:
- Rét thudng gip (= 1/10)

- Thuong gdp (>1/100 va <1/10)

. It g@p (>1/1.000 va <1/100)

- Hiém gdp (>1/10.000 va <1/1000)
- Rét hiém gap (<1/10.000)

R6i loan tAm thén

It gip: réi loan gide ngu, trdm cam.
Hiém gap: ac mong, ao giac.

R6i loan hé than kinh

' Thudmg gap: chéng mat*, dau dau*.

Hiém gép: bat tinh.

R&i loan mit

Hiém gip: giam luong nude mat (phai dugc cin nhic néu bénh nhan ding kinh ap trong).

Rét hiém: viém két mac.

Réi loan tai va mé dao

Hiém gap: rbi loan thinh gidc.

Rdi loan tim mach

Rat thuong gap: nhip tim chdm (& bénh nhén suy tim man).

Thudng gip: dién bién xdu di tinh trang suy tim tir trude d6 (& bénh nhén suy tim man).

ft gap: réi loan ddn truyén nhi - thét, dién bién x4u di tinh trang suy tim tir truée d6 (& bénh nhén
tang huyét dp hoic dau thit nguc); nhip tim chdm (& bénh nhan ting huvét 4p hodc dau that

nguc).

Réi loan mach méu:

Thudng gip: cam gide lanh hodc t& ddu chi, giam huyét dp dc biét & bénh nhan suy tim.

Réi loan hé hép. 1dng ngue va trung that:

ft giip: Co thét phé quan & bénh nhén bj hen phé quin hodc c6 tién sit tic nghén dudmg hd hip.

Hiem gép: Viém mili di img.
Roi loan tiéu héa

' Thudng gip: Kho chiu dudng tiéu hoa nhu: budn nén, ndn, tidu chay, tdo bén.

' Réi loan da va mé duéi da
' Hiém g#ip: phan tmg qua min (nhu ngaa, dé bimg, phét ban). "5§

ROi loan gan mét
Hiém gép: viém gan.

Rét hiém: thudc chen beta c6 thé gdy ra hojc 1am nang thém bénh vay nén hoid gdy’ra bénh vay
nén nhu phat ban, rung toc. |.

R&i loan xuong khdp va mo lién két

It gap: yéu co, chudt rit.

R&i loan hé sinh sén va tuvén va

Hiém gap: R6i loan cuong duong.

Céc rdi loan chung

Thuémg gap: suy nhuge (& bénh nhén suy tim man), mét moi*.

it gap: suy nhuge (& bénh nhan cao huyét p hodc dau thit ngyc).

Véi bénh nhén cao huyét ap va dau that ngue:
* Nhitng triéu chimg nay dic biét xay ra khi bit ddu diéu tri. Ching thudng nhe va mit di trong

vong 1-2 tuan.

< /5
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Ngung sir dung va héi y kién bac si néu: Xuat hién diu hiéu méi bit thuong, ha huyét 4p ning, |
nhip tim chdm, kho tho, phu chén tay. |
Théng bdo cho bdc si nhitng tic dung khéng mong mudn gip phai khi ding thude.

11. Qua liéu va xir tri

Tri¢u chitng:

Cac dAu hiéu qua lidu bisoprolol néi chung bao gdm nhip tim chdm, tut huyét ap, co that phé

quan, block nhi - thét do II hodc 111, suy tim cdp va tut dudng huyét.

Xur tri:

. Théng thuémg, néu qua liéu xay ra, nén ngimg diéu tri vi bisoprolol va diéu trj triéu chimg va
hd trg.

- Nhip tim chédm: Tiém tinh mach atropin. Néu khong du dép tmg, isoprenalin hodc céc thude
khac c6 tdc dung diéu nhip cé thé duogc diing mot cdch thén trong. Trong mét vai truong hop,
c6 thé dat may diéu hoa nhip tim.

. Tut huyét ap: Truyén dich tinh mach va cic thuée 1am tang huyét 4p. Glucagon truyén tinh
mach ciing c6 thé cé ich trong truong hop nay.

_ Block nhi - thit d6 II hodc III: Bénh nhan nén duge kiém sodt chit ché va diéu trj bing céch
truyén tinh mach isoprenalin hay dit may diéu hoa nhip tim.

. Suy tim cép: Tiém tinh mach thudc 1oi tiéu, thude 1am co co, thuéc gian mach.

. Co thét phé quéan: Dung liéu phép lam gidn phé quan vai isoprenalin, thude cuong giao cam
va/hoidc dminophyl'm
- Tut dudng huyét: Truyén tinh mach glucose.

12. Piéu kién bio quan Pé noi khé rdo, tranh 4nh sdng, nhiét d§ khong qua 30°C.

13. Tiéu chuén chit lwgng: USP 40

14. Han dung: 36 thang ké tir ngay san xuét. \

15. Tén, dia chi ciia co s& san xuit: A\

CONG TY TNHH DUQC PHAM GLOMED ) |

Dia chi: S6 35 Pai Lo Tu Do, KCN Viét Nam — Singapore, phuong An Phu, thi xa Thl;a,n An,

tinh Binh Duong. 0*’ /'

DT: 0274.3768823 Fax: 0274.3769095 _

16. Ngay xem xét, sira ddi, cip nhat lai ngi dung hwéng dén sir d}ﬁéﬁé /09;20} 1,;‘
'

il
9
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HUONG DAN SU DUNG THUOC CHO BENH NHAN

1- Tén san phim \

| Tén generic hogc tén chung quée té: Bisoprolol fumarat -
Tén biét duge: GLOCOR 10 ‘

' Thubc béin theo don.

Dé xa tim tay cia tré em.

Poc ki hwéng din sir dung trwde khi dung.

| Néu cén thém théng tin xin héi ¥ kién bac si.

Théng bio ngay cho bic si nhirng tic dyng khéng mong mudn gip phai khi sit dung thude.

' 2-Thanh phén cia thude

M&di vién nén bao phim chira:

Hoat chat: Bisoprolol fumarat 10 mg

T4 duge: Dicalci phosphat khan, cellulose vi tinh thé 101, crospovidon, silic dioxyd thé keo,
magnesi stearat, opadry white, sunset yellow lake, sit oxyd vang.

3- M6 ta san phim

GLOCOR 10 c¢¢ dang vién nén bao phim.

M ta: Vién nén bao phim méu cam, hinh tim, hai mit ¢ khic vach & giita.
4- Quy cach dong goi

Hép 3 vi nhdm/PVC-PVdC, vi 10 vién nén bao phim.

5- Thubc dung cho bénh gi?

Bisoprolol dugc ding m¢t minh hay phéi hop véi cac thude khéc trong dicu trj ting huyét ap va con

dau thit nguec. 3
- 6- Nén dung thube nay nhw thé nao va lidu lwgng? \ L"‘/
| Nén uéng thude vao budi sang va cé thé uéng cung hay khéng cing véi bﬁg\i :

i

Ting huyét dp hodc dau thit ngue:
- Ubng lidu thong thudng 5-10 mg, 1 1an/ngdy. Lidu t6i da 20 mg/ngay. Piéu tri tang huyét 4p hodc |
| dau thit ngue véi bisoprolol thudng lau dai.
| O bénh nhan suy than nzng (d6 thanh théi creatinin dudi 20 ml/phif) hodc suy gan ning: Liéu t6i da
' 10 mg/ngay trong diéu tri ting huyét 4p va dau that ngue.

Hwéng din ngirng thude:

Khéng nén ngimg thude dbt ngdt. Lidu dimg phai dugc gidm liéu dan, chia lidu ra mdi nira mdi

tudn.

Picu chinh tri liédu:

- Néu lidu dung ti da khéng dung nap tét, viéc giam liéu din déin co thé duoc xem xét.

i . Trudmg hop x4u hon thodang qua cua bénh suy tim, ha hu}'él ap hodc nhip tim chéam, khuyén cao
xem xét lai lidu luong cia thude ding déng thoi. Giam lidu tam thoi hoidic xem xét ngung sir dung
bisoprolol néu cén thiét.

. Nén luén luén xem xét viée diéu tri tré lai hodc tang liéu khi bénh nhan d 6n dinh lai.

.. Néu viéc ngumg thude duge xem xét, viéc giam lidu tir tir duoc khuyén cdo vi ngung thude dot

ng6t c6 thé din dén xubng cAp nghiém trong tinh trang ctia bénh nhan.

- Diéu tri véi bisoprolol néi chung la mot diéu tri lau dai.
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. Sir dung trén bénh nhén suy gan hodc suy thén: Néﬁéiﬁ_nﬁ liéu khi ding thudc trén nhimg bénh
nhan nay.

Ngudi gia: Khong can diéu chinh licu.

Tré em: Chua xéc dinh dugc hiéu qua va tinh an toan cia bisoprolol & tré em.
7- Khi nao khong nén ding thude nay?

Qué min véi bisoprolol fumarat hay bat ki thinh phén nio ciia thude.

' Suy tim mat by, sbc tim, block nhi - that d6 II hode III, r6i loan nut xoang, block xoang nhi, nhip
tim chdm 16 rét, ha huyét 4p qua mire, hen phé quan nang hay bénh phéi tic nghén man tinh ning,

' bénh tac nghén dong mach ngoai bién va hoi chimg Raynaud, toan chuyén hoa, u té bao wa crém,

ding chung véi thube trc ché monoamin oxydase.

8- Tdc dung kKhéng mong muén

Cac tac dung khéng mong muén duoc xép theo tén suat nhur sau:
- Rét thuong gip (> 1/10)

. Thuong gép (>1/100 va <1/10)

- It g@p (>1/1.000 va <1/100)

. Hiém gap (>1/10.000 va <1/1000)

- Rt hiém gap (<1/10.000)

' Roi loan tAm than
i It gip: r6i loan giac ngu, tram cam.

Hiém giip: 4c mong, 40 giic.
Ro6i loan hé than kinh

. Thuong gap: chong mat*, dau dau*.

Hiém giip: bat tinh.
Réi loan mét

Hiém gp: gidm lugng nude mit (phai duge can nhdc néu bénh nhan dung kinh épﬁt ORg).

' Rét hiém: viém két mac.

Rbi loan tai va mé dao

. Hiém gép: roi loan thinh gidc.
| Roi loan tim mach

- Rét thudmg gap: nhip tim chim (¢ bénh nhén suy tim man).

Thuéng gap: dién bién xau di tinh trang suy tim tir trude dé (& bénh nhéan suy tim man).

it gip: 1di loan din truyén nhi - that, dién bién xau di tinh trang suy tim tir trude d6 (& bénh nhén
ting huyét 4p hodc dau thit nguc); nhip tim chim (& bénh nhan ting huyét 4p hoae dau thit nguc).
Réi loan mach méu:

- Thuong gap: cam giée lanh hodc t€ dau chi, giam huyét ap dic biét & bénh nhén suy tim.

| Réi loan hé hép. 16ng nguc va trung thét:

| it gap: Co thét phé quén & bénh nhén bi hen phé quin hodc ¢ tién sir tic nghén dutng ho hap.

Hiém gip: Viém mii di ing.

Réi loan tiéu hoa

Thuong gap: Kho chiu dudng tidu héa nhur: buén nén, nén, tiéu chay, tdo bon.

Roi loan gan mat

' Hiém gap: viém gan.

' Réi loan da va mb duéi da

' Hiém gép: phan tmg qua man (nhu ngira, d6 bimg, phat ban).

| Rét hiém: thubc chen beta ¢6 thé gdy ra hojc lam nang thém bénh vay nén hodc ghy ra bénh vay
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' nén nhu phat ban, rung téc.
' | R&i loan xuong khép va mo lién két
' It gap: yéu co, chudt rit.

| Réi loan hé sinh sén va tuyén vi
| Hiém Ué.p Réi loan cuong duong.
| Céc r6i loan chung
Thuomr giip: suy nhuge (& bénh nhan suy tim man), mét moi*.
It gip: suy nhuge (& bénh nhén cao huyét ap hoic dau thit ngyc).
Vm bénh nhan cao huyét p va dau that ngue:

| * Nhimg triéu chimg nay dic biét xay ra khi bit dau diéu trj. Ching thudmg nhe va mét di trong

voncr 1-2 tudn.

Nguwng sit dung va hoi y kién bac si néu: Xuét hién du hiéu méi bat thudng, ha huyét ap ning,

' nhip tim cham, khé thé, pht chén tay.

Théng bdo cho béc si nhirng tic dung khéng mong mudn gip phii khi ding thuéde.

' 9- Nén trinh ding nhirng thubc hodc thye phim gi khi dang ding thubc nay?

- Thube trc ché men chuyén va clonidin 1am ting tic dung chéng tang huyét 4p ciia bisoprolol.

- . Dung déng thdi bisoprolol voi thude chen calci thuge nhém chhydropyrldm (nhu nifedipin) c6 thé

| lam ting nguy co tut huyét 4p. & nhimg ngudi suy yéu chirc ning tim tiém 4n, su phdi hop nay cé

i thé dan dén suy tim.

. Dimg chung bisoprolol véi thubc chéng loan nhip va mét s6 thude chen calci c6 thé gop phin 1am

' nhip tim chém va block tim.

| . Céc thube gay tut huyét ap nhu aldesleukin va thube gdy mé lam ting tac dung chong ting huyét

- dp cua bisoprolol, trong khi cac thuéc khéng viém khong steroid d6i khang véi tac dung ndy,~

- Thude irc ché monoamin oxydase c6 thé 1am ting tic dung ha huyét 4p ctia bisoprolol.

- . O nhimg ngudi bénh tlcu duomg, bisoprolol lam giam dép Umg vdi insulin va cé udc 1am ha
dudng huyét duong udng bing cach tic déng trén céc receptor - beta & tuyén tuy

" . Bisoprolol cé thé 1am ting tinh trang nhip tim chdm do digoxin. ‘

. Giam dédp ung voi adrenalin trong diéu tri séc phan vé co thé xdy ra & nhitng bénh nhan duge diéu

~ tri 1au dai véi bisoprolol.

. Thoi gian din truyn nhi - thét tang khi ding déng thei bisoprolol voi thube kich thich than kinh

| ddi giao cam (keé ca tacrin).

. _ Dung phéi hop thude kich thich thin kinh giao cam va bisoprolol lam giam téc dung ciia c& hai
thude nay.

- Rifampicin 1am gidm nhe thoi gian ban hiy cia bisoprolol do cam ung men chuyén héa thude &
gan.

- Thube trc ché tong hop prostaglandin 1am giam téc dung ha huyét ap cua bisoprolol.

| 10- Cin lam gi khi mft lin quén dang thude?

Nén ding lidu da bo sét ngay khi nhé ra. Tuy nhién, néu gin dén thoi gian udng liu ké tiép, bo qua

lidu da quén va ubng lidu ké tiép vao gitr thuong 1¢. Khéng uéng lidu gap ddi dé bi cho liéu bé sot.

11- Cin bio quin thudc nay nhw thé nao?

'~ Dé noi kho réo, trinh 4nh séng, nhiét d khong qua 30°C.

- 12- Nhirng d4u hiéu va triéu chirng khi ding thube qua liéu
Cac dAu hidu qua liéu bisoprolol néi chung bao gbm nhip tim chém, tut huyét ap, co thit phé quan,

5 ' block nhi - thét d6 1T hoace IIL, suy tim cép va tut dudmng huyét.

Iy
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- 14- Nhirng diéu cin than trong khi ding thude nay?
Suy tim: Thén trong khi ding bisoprolol trén nhitng bénh nhén bi block nhi - that do I, suy tim sung
 huyét hay hep dong mach chu.

. Suy tim cdp: Tiém tinh mach thuéc loi tiéu, thubc 1am co co, thube gidn mach.
' Co thit phé quan: Ding liéu phap lam gidn phé quan véi isoprenalin, thude cuomg giao cam

' nhip tim that, va tir vong. Do do, khéng nén ngung sir dung thude dot ngét, dac biét & nhitng ngudi

. dong mach & ngudi bi viém tic dong mach ngoai bién. Can than trong ddi véi cc bé nhan nay.

Bénh co that phé quan: Noi chung, bénh nhan c6 bénh co thit phé quan khéng c‘l‘uorc ding cac thude
' chen - beta. Tuy véy, do tinh chét chon loc tuong d6i beta 1, co thé dung than lrohg blsoprolol o

' nhét c6 thé duge, va bit ddu voi liéu 2,5 mg. Phai ¢ sin mot thude chi vén beta» (gidn phé quan).

' Pdi thdo dwuong va ha glucose huyét, cuong gidp: Bisoprolol c6 thé che gidu cac tri¢u chimg cia
' b¢nh cudng giép va tinh trang ha dudng huyét. Thubc ¢6 thé 1am 16 16 tinh trang nhuge co va lam |

13 Cin phai lam gl khi duug thudc qua li¢u khuyen cdo?
. Théng thuong, néu qué lidu xay ra, nén ngimg diéu trj véi bisoprolol va diéu tri triéu chimg va hd

tro.

. Nhip tim chdm: Tiém tinh mach atropin. Néu khong di dép tmg, isoprenalin hosc céc thude khic
¢é tac dung didu nhip c6 thé dugc ding mét céch thin trong. Trong mot vai trudng hop, ¢d thé dat
may diéu hda nhip tim.

. Tut huyét ap: Truyén dich tinh mach va cac thude lam ting huyét 4p. Glucagon truyén tinh mach
ciing c6 thé co ich trong trudng hop nay.

. Block nhi - thét do II hogic 1II: Bénh nhén nén duoc kiém soat chat chd va diéu tri bing cich |
truyén tinh mach isoprenalin hay dit may diéu hoa nhip tim.

va/hodc aminophylin.
. Tut dudng huyct Truyén tinh mach glucose.

Véi bénh nhén khéng c6 bénh sir suy tim: Sy tre ché lién tuc co tim clia céc thude chen - beta c6 thé
lam cho suy tim. Khi ¢ céc ddu hiéu hodc trigu chimg déu tién ctia suy tim, can phai xem xét viée
ngirng dung bisoprolol. Trong mét s6 trudng hop, ¢6 thé tiép tuc liéu phap chen - beta trong khi
diéu trj suy tim véi cc thudc khac. |
Ngung thude dot ngot: Ngung thude dot ngot doi khi gdy ra dau that ngue, nhdi méu co tim, loan

bénh tim thiéu mau cuc bo.
Bénh mach ngoai bién: Céc thude chen - beta ¢6 thé lam trim trong thém céc 11'1 hupg cua suy

nguoi bénh cé bénh co thit phé quan khéng dap img véi hodc khong thé dung nap vdéi diéu tr
chéng ting huyét ap khéc. Vi tinh chon loc beta; khong tuyét déi, phai ding licu bisoprolol thap

Gdy mé va dai phdu thudt: St dungthude thin trong & nhiing bénh nhénphai phau thuat 16n dung
thudc gdy mé toan thin. Str dung dic biét than trong néu dung thube gdy mé tic ché co tim (nhu 13,
cyclopropan, ether, tricloroethylen).

bénh vay nén ning hon. Pau nguc di duge béo cdo & mot s6 bénh nhan dau thit nguc kiéu :

Prinzmetal. Do v4y, nén than trong khi ding thude trong nhitng truéng hop nay. .
Str dung trén bénh nhén suy gan hodc suy thian: Nén gidam liéu khi dung thude trén nhitg bénh |
nhén nay.

Sir dung trén phu nir 6 thai: Dung bisoprolol cho phu nir ¢6 thai trong thoi gian ngén trnude khi

' sinh d6i khi gdy ra nhip tim chdm va cac phan img khong mong muén khac nhur ha duémg huyét va
" ha huyét 4p & tré so sinh. Do vy, thubc thuong khong duge khuyén ding cho ngudi dang mang
' thai.

P
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Sir dung trén phu nir cho con bi: Hiu hét céc thude chen beta bai tiét trong sira me. Vi thé, nén
ngimg cho con bi néu ngudi me dang diéu tri véi bisoprolol.

Anh hwéng ciia thudc dén kha ning diéu khién tau xe va vin hanh mdy mée: Vi thube c6 thé
gdy chéng mat, do @6 nén thén trong khi dang 141 xe va vén hanh may moc.

Nhitng thay ddi ctia co thé nén dugc xem xét dic biét khi méi bat ddu diéu tri cling nhu khi udng
rrQu.

15- Khi nao cin tham vin bac si?

Nén tham vin bac s trong nhitng trudmg hop sau:

Khi thuéc khéng dat duoc hiéu qua trj liéu nhu mong muén trong qua trinh diéu tri.

' Khi xuft hién cac phan tmg di img hodc triéu chimg méi bit thuong ngay ca khi thude dugc sir
dung véi lidu khuyén céo.

Néu cin thém théng tin xin hoi y kién bdc si hodc dugc si.

16- Tiéu chuan chat Iwgng: USP 40

17- Han ding cia thude

36 thang ké tir ngdy san xuat.

18- Nha sin xuit/chii s& hiru gidy phép ding ky sin phdm
-~ CONG TY TNHH DUQC PHAM GLOMED \
Pia chi: 35 Pai Lo Tu Do, KCN Viét Nam — Singapore, pt\\' dng’An
Phu, thi xd Thudn An, tinh Binh Duong. |
19-Ngay xem xét sira doi, cdp nhat lai ndi dung hwéng dan sir dung thude: 27/09/2017
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