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Size: 295 mm (single 92 x 37.2 mm)
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NEBILET®

nebivalol § Mai vién nén chua: 2 -
i il 5.45 mg nebivalol hydrochlonde, - 5 f_i
COMPOSITION tuomg duong vdi 5 mg nebivolol - s
Each scored tablet contains Chi dinh, cach diing. chdng chi dinh va cac =
nebivolol hydrochloride 545 mg thang tin khic. xin doc trong 1& hudng din i e
{equivalent to 3 mg nebivolol) sir dung g
INDICATIONS AND DOSAGE Poc ki huong dan sir dung truge khi ding = :
See the enclosed package insert Be xa fam fay tré em. L
To be sold only upon medical prescription  Bido quan & nhiét dg khang qué 30°C
Keep out of the reach of children. Reg No/SPBK: VN-xoxx
Do not stare above 30°C DNNEK-
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TGO HUONG DAN SU DUNG THUOC
NEBILET® vién nén 5mg
Nebivolol

Poc ki hwéng din sit dung truée khi ding

Giir lai t& hudng dan sir dung nay. Co thé ban can phai doc lai
Néu ban cé thém bét cir cau hoi nao, hay hoi bac s§ hoac duoc sy cua ban.

Thuéc nay duoc ké don cho ban. Khong duoc dua thude cho nguai khac. N6 c6 thé gay hai
cho nguoi khac, ngay ca khi cac triéu chimg bénh ctia ho giéng bénh cia ban.

Néu thiy cac tac dung phu khong mong muédn tram trong hon, hodc néu ban gap phai bat cir

tac dung phu khéng mong mudn nao chua duoc liét ké trong t& hudng dan st dung nay, hay
théng béao cho bac s§ hodc dugc s§ cua ban.

Trong t hwéng din nay:
I

I

Nebilet® 12 gi va duoc sir dung trong truomg hop nao?
Trudce khi dung Nebilet®

Sir dung Nebilet® nhur thé nao?

Céc tac dung phu khong mong mudn cé thé xay ra
Dic tinh dugc ly

Bao quan Nebilet® nhu thé nao?

Céc thong tin khac

1. NEBILET® LA Gi VA PUQC SU DUNG TRONG TRUONG HQP NAO?

Chi dinh

Nebilet chira nebivolol, mdt thudc tim mach thudc nhém e ché beta cé chon loc, duge ding dé
didu tri taing huyét ap.

Ngoai céc diéu tri trén, Nebilet ciing dugc sir dung dé diéu tri bénh suy tim man tinh muc dd nhe
dén trung binh cho bénh nhén tir 70 tudi tro 1én.

2. TRUGC KHI BAN DUNG NEBILET®
Khéng dwge dung Nebilet/Chong chi dinh:

Néu ban di ing (mén cam) véi nebivolol hoac bat cir ta dugc nao cua Nebilet
Néu ban dang bi mét trong cac rbi loan sau:

o Huyét ap thép

o Réi loan tuan hoan nghiém trong tai tay va chan

o Nhip tim rét cham (dudi 60 nhip/phit)

pe



oMbt sb rdi loan nhip tim nghiém trong khac (vi du bloc nhi-that do 2 va do 3, rbi
loan d4n truyén tim)

o Suy tim, vira mdi xay ra hodc gé“m day trd nén trdm trong hon, hodc ban dang phai
diéu tri soc tuan hoan do suy tim cap bang céach truyén tinh mach nho giot.
o Hen hoac thd kho khé (hién tai hoac trudc kia)
o U té bao va sic khong duoc diéu tri, u tuyén thuong than
o R&i loan chirc nang gan
o Réiloan chuyén hoa (nhiém toan chuyén ho4), vi du nhiém ceton-acid do déi thdo
dudmg.
Thén trong dic biét véi Nebilet:
Théng bao cho bac s§ néu ban gap cic van dé sau:
- Nhip tim chdm bét thuong
- Paunguc do co thit mach vanh tu phat, dugc goi la dau thét nguc Prinzmetal. -
- Suy tim man tinh chua duoc diéu tri.
- Bloc tim do 1 (mét loai rdi loan dan truyén tim nhe ma anh huong dén nhip tim).
- Kém luu théng mau dén chan hodc tay, vi du bénh ho#c hdi chimg Raynaud, dau nhu kiéu
bi chudt rut khi di b
- Kho tho kéo dai .
- Déi thao dudng: Thube nay khong anh huong dén dudng huyét nhung c6 thé che day cac
d4u hiéu canh bao do dudng huyét thap (vi du: dénh tréng nguc, nhip tim nhanh).
- Tuyén giap tang hoat dong qua mic (cudng giap): Thude nay c6 thé che dau dau hiéu nhip
tim nhanh bat thuong do cudng giap.
- Di tng: Thudc nay c6 thé 1am tang phan img di img véi phéan hoa hodc c4c chat khac ma
ban di ung.

A A - s LA A . . P A A ’ - A e .
- Vay nén (mdt loai bénh vé da — cac mang mau hong nhu vay ca) hoac néu ban da timg bi
vay nén.

- Néu ban phai phiu thuét, luén phai thong bao cho bac s¥ gy mé rang ban dang ding
Nebilet trude khi duge gy mé.

Néu ban dang gap van dé nghiém trong vé than, khong duoc ding Nebilet & diéu tri suy tim va
hay thong bao cho bac s§ cta ban.
Ban nén duoc giam sat déu din khi bt dau diéu tri suy tim man tinh bdi mét béc s§ ¢6 kinh
nghiém (xem muc 3).
Khoéng dugc ngimg thude d6t ngdt trir khi c6 chi dinh rd rang va phai duoc danh gia boi bac s§
(xem muc 3).




Tré em va thanh thiéu nién

Vi thiéu céc dir lidu vé viée sir dung thudc cho tré em va thanh thiéu nién, khéng nén sir dung
Nebilet cho nhing déi twong nay.

Ding déng thii véi cac thude khae/Twong tac thude

Hay théng bdo cho béc s§ hodic duoe s§ néu ban dang ding hoic gan day di dung bét ¢t mdt thube
nao, ké ca thube khéng cin ké don clia bac s§. Mot s loai thude khéng duge st dung ddng thoi véi
Nebilet, trong khi ¢6 cac thubc yéu cdu 6 su thay dbi riéng (vi du: liéu hzgng).

Ludn ludn thdng bao cho béc s¢ néu ban dang ding bat cir thude nao dudi day ngoai Nebilet:

- Thubc kiém soat huyét 4p hoac thude diéu tri bénh tim (vi du: amiodaron, amlodipin,
cibenzolin, clonidin, digoxin, diltiazem, disopyramid, felodipin, flecainid, guanfacin,
hydroquinidin, lacidipin, lidocain, methyldopa, mexiletin, moxonidin, nicardipin, nifedipin,
nimodipin, nitrendipin, propafenon, quinidin, rilmenidin, verapamil).

- Thudc an than va thubc didu tri bénh tam thin (bénh vé thin kinh) vi du: céc barbiturates
(duoc ding dé didu tri bénh déng kinh), phenothiazin (duge ding dé diéu trj non va budn
nén) va thioridazin.

- Thube diéu tri chéng trim cam nhur amitriptylin, paroxetin, fluoxetin.

- Thubc giy t&/mé trong qua trinh phiu thudt.

- Thubc diéu trj hen, ngat miii hosic mét sb rdi loan mit nhu bénh tiing nhan 4p (tang 4p luc
trong mét) hoac gifin dong tir.

- Baclofen (mdt loai thudc chéng co thét); Amifostin (m6t loai thuée bao vé ding trong qua
trinh diéu trj ung thu)

Tét ca cac thudc trén va ca nebivolol ¢ thé anh huong dén huyét 4p va/hoidc chire ning tim.

- Thubc didu tri ting tiét acid da day hosic loét da day (thube khang acid), vi du cimetidin:
ban c6 thé ding Nebilet trong bira an va cac thudc khang acid trude bira an.

Diing Nebilet véi thire in va do udng

Nebilet co thé ding cling v6i thirc an hosic ding khi da day r&ng, nhung tét nhét nén uéng

thubc véi mét chitt nude.

Phu nir cé thai va cho con bu

Khdng nén ding Nebilet cho phu nir ¢6 thai trir khi thue sy can thiét.

Khéng duge dung thude khi cho con b

Hay hoi bac s§ hodc duge s§ cila ban trude khi ding bét cir mot thude nao.

Lai xe hodc vin hanh may méc

Thudc nay c6 thé gy choang vang chéng mat, hoa mit va mét méi. Néu ding thude thi khéng

duoc lai xe va vin hanh may moe.

Théng tin quan trong vé mdt sb thanh phin ciia thube Nebilet
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Thudc nay cé chira lactose. Néu ban khéng dung nap mot s6 loai dudng thi hiy thong béo vdi

bac s¥ ciia ban trude khi ding thude nay.

3. DUNG NEBILET THE NAO/LIEU LUGNG VA CACH DUNG

Ludn ludn ding chinh x4c liéu lugng ma bac s§ da ké don cho ban. Nén hoi lai bac s¥ néu ban

chua chac chan.

C6 thé dung Nebilet trudce, trong, hosc sau khi &n, nhung ban ¢6 thé udng thudc déc 18p véi cac

bira 4n. Tot nhét 14 nén udng thudc véi nudc.

Piéu tri ting huyét 4p

- Liéu théng thuong 1a 1 vién/ngay, tt nhét 12 ubng vao cling mot thei diém mdi ngay.

- Bénh nhin cao tudi va bénh nhén rbi loan chitc ning than, lidu khéi diu théng thudng la v
vién/ngdy

- Piéu trf ting huyét 4p s& thdy hiéu qua sau 1 -2 tudn didu tri. D61 khi hidu qua tdi da dat
duoc sau 4 tuln diéu tri.

Piéu tri suy tim man tinh

- Viéc diéu tri phai duge gidm sat bdi bac s§ c6 kinh nghiém.

- Bét ddu didu tri véi Y vidn/ngay. C6 thé tang lén thanh Y vién/ngay sau 1 -2 tudn diéu tri,
tiép d6 1a 1 vien/ngay va tiép theo 1a 2 vidn/ngay cho dén khi dat du liéu phi hop véi ban.
Béc sy s& ké don theo dung liéu luong cho ban theo timg budc va ban nén tuin thu ding
huong dan cua bac s¥.

- Liéu t8i da la 2 vién (10mg)/ngay.

- Ban cin duoc gidm sat chit ché trong vong 2 gid boi mot bac s§ ¢é kinh nghiém khi ban
bét dau ding thude va mdi [an tang liéu ding,

- Béc 5§ ¢6 thé giam lidu cho ban néu cén thiét.

- Ban k%lﬁng dwge ngirng thude Aot ngdt vi didu nay c6 thé 1am bénh suy tim cia ban o
nén tram trong hon.

- Khéng dugc diing thudc nay cho bénh nhén suy than ning.

- Dung thubc hang ngay. Tét nht 12 ubng véo cing mét thoi diém mdi ngay.

Néu ban duoc béc 5§ ké don ubng % hodc ¥ vién/ngay, hiy tham khao huwéng din dudi day vé

cach be vién thubc.

- Dat vién thube trén bé mat clmg va phing (vi du trén ban), dé mit vién c6 ranh & phia trén.

- Be vién thude bing cach 4n cac ngén tay doc theo mot ranh cia vién (Xem hinh 1 va 2)
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