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II. NHAN Vi: (10 vién nén)
(S6'16 SX, Han dung dugc dip ndi trén vi)

A. Mit trudc B. Mit sau
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II. NHAN VI
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(S6'16 SX, Han dung duge d

B. Mit sau

A. Mat trudce
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Bromhexin hydroclorid 8mg Bromhexin hydroclorid 8mg
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HUGNG DAN SU DUNG THUOC (ecss L)

DISOLVAN
Vién nén
Dé xa tAm tay tré em
Poc k§ huéng din sir dung trwée khi ding

Thanh phan céng thire thudc: Cho 1 vién nén
Thanh phén hoat chat:
- Bromhexin hydroclorid................. 8§ mg
Thanh phén t4 dugc: lactose monohydrat, microcrystallin cellulose 101, povidon K29/32, magnesi
stearat, tinh bdt ngo.
Dang bao ché caa thudc:
Vién nén
Mb ta san pham:
Vién nén tron mau trang hodc tra’ing nga, mot mat ¢ khic vach ngang, mdt mat c¢é khac sb 8.
Chi dinh:
- Réi loan tiét dich phé quan, nhat la trong viém phé quan cép tinh, dot cdp tinh cua viém phé quan
man tinh.
- Bromhexin thuong duge ding nhu mét chat bo tro v6i khang sinh, khi bi nhiém khuan nang dudng
hé hép.
Cach dung, liéu dung:
Cach ding:

Udng vién nén v6i mét ly nude.
Liéu ding:

- Ngudi 16n va treé em trén 10 tudi: 1 —2 wen/lan ngay udng 3 lan.

-Tréemtu5-10 tu01 Y5 vién/lan, ngay uong 4 lan.

- Tré tir 2 — dudi 5 tudi: ¥4 vién/lan, ngay udng 2 lan.

- Thoi gian diéu tri khong qua 8 — 10 ngay trir khi ¢6 y kién cuia béc s¥.

Chéng chi dinh:
Qua mén véi bromhexin hodc véi bit ctr thanh phin nao c6 trong cong thue.
Canh bao va thin trong khi dung thude:
- Trong khi dung bromhexin can tranh phdi hop vai thude ho vi ¢6 nguy co dong dom & duong ho
hép.

- Bromhexin do tac dung lam tiéu nhay, nén ¢ thé gdy huy hoai hang rao niém mac da day, vi vay,
khi diing cho nguoi bénh ¢6 tién sir loét da day phai rat than trong.

- Can than trong khi dung cho nguoi bénh hen, vi bromhexin ¢6 thé gay co that phé quan & mot sd
ngudi dé man cam.

- Su thanh thai bromhexin va cac chét chuyén hoa co thé bi giam ¢ ngudi bénh bi suy gan hodc suy
than ning, nén can phai thin trong va theo di khi dung thude.

- Céan than trong khi dimg bromhexin cho nguoi cao tudi hodc suy nhugc qua yéu, tré em vi khong cé
kha néng khac dom ¢6 hi¢u qua do dé cang tang & dom.

- Ché pham ¢o chira lactose. Thén trong khi ding cho nguoi bénh mac cac roi loan di truyén hiém
gap vé dung nap galactose, chiing thiéu hut Lapp lactase hodc réi loan hép thu glucose — galactose.

St dung thude cho phu nir ¢é thai va cho con bu:

- Phu nit mang thai: chua co nghién ctu tac dung sinh qudi thai cua bromhexin & dong vit thi
nghi¢m. Chua co nghién ctru day du va co kiém soat vé dung bromhexin cho nguodi mang thai, vi
viy, khong khuyén cao ding thude & ddi tuong nay.

- Phu nir cho con bu: chua ¢6 nghién clru bromhexin c6 bai tiét vao sira me hay khong. Vi véy, khong |
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khuyén cao dung bromhexin cho phu nit cho con bu. Néu can dung tot nhat 1a ngimg cho con bu.
Anh hwong cia thude 1én kha ning l4i xe, vin hanh may maoc:
Thubc ¢6 thé gay chong mit, nhirc dau,... can duoc sir dung thén trong cho nhirng ngudi van hanh
mady moc, 14i tau xe, ngudi 1am viée trén cao va cac truong hop khac..
Twong tic, twong ky, cua thude:
Twong tic ciia thubc:

- Khong phdi hop véi cac thude lam Elalﬂ tiét dich (giam ca dich tiét khi phé quan nhu cac thube
kiéu atropin hogc anticholinergic) vi lam giam tac dung cua bromhexin.

- Khong ph01 hop véi cac thude chdng ho.

- Dung ph01 hop bromhexin véi khang sinh (amoxicilin, cefuroxim, erythromycin, doxycyclin), lam
tang nong do khang sinh vao mo ph01 va phé quan. Nhu vay, bromhexin ¢6 thé c¢é tic dung nhu
mdt thude bd tro trong diéu tri nhiém khuan hé hép, lam ting tac dung ctia khang sinh.

Twong ky ciia thuc:
Chura ¢6 cac nghién ciu vé tinh tuong ky cua ché pham.
T4c dung khong mong mudn ctia thude:

It gap, 1/1 000 < ADR < 1/100

- Tiéu héa: dau viing thuong vi, budn non, ndn, tiéu chay.

- Théan kinh: nhae dau, chéng mat, ra md hdi.

- Da: ban da, may day.

- Hb hép: nguy co @ dich tiét phé quan & nguoi bénh khong c6 kha nang khac dom.

Hiém gap, ADR < 1/1 000

- Tiéu hoa: kho miéng.

- Gan: tang enzym transaminase AST, ALT.

Huwéng din cdch xi tri ADR:
Céc tac dung khong mong mudn thudong nhe va thuong qua khéi trong qua trinh diéu tri (trir co that
phé quan khi dung thudce cho ngudi bi hen suyén).

Théng bao ngay cho bac s§ hodc duge sy nhiing phan tmg co6 hai géap phai khi stir dung thude.

Qua lidu va cach xir tri:

Qui liéu: q 2/

Khong c6 dir liéu vé sir dung thude qua liéu, khong dung qué lidu chi dinh ctia thude.
Cdch xu tri:

Tich cuc theo doi dé c6 bién phap xtr tri kip thoi.
DPiac tinh dwoc lwe hoc:

Nhom duoc ly: Thube long dom.

Ma ATC: RO5SCBO2.

- Bromhexin hydroclorid la chét c6 tac dung long dom. Do hoat hoa tong hop sialomucin va pha v&
céc soi acid mucopolysaccharid nén thude lam dom léng hon va it quanh hon, giup dom tir phé
quan thoat ra ngoai c¢ hiéu qua.

- Khi udng thuong phai sau 2 — 3 ngay méi c6 tac dung trén 1am sang.

Pic tinh dwoc dong hoc:

- Hap thu: bromhexin hydroclorid dugc hap thu nhanh qua dudng tiéu héa va bi chuyén héa buéce
dAu & gan rAt manh, nén sinh kha dung khi ung cia bromhexin hydroclorid chi dat khoang 20%.
Thirc an lam tang sinh kha dung cia bromhexin hydroclorid. Nong d6 dinh trong huyét twong &
ngudi khoe manh dat duge sau khi udng tir 0.5 gioy dén 1 gio.

- Phan bé: bromhexin hydroclorid phan bé rong rii vao cic mé ciia co thé. Thudc lién két rit manh
(95 - 39%) v6i protein huyét twong.

- Chuyen hoa: bromhexin hydroclorid bi chuyén hoa chi yéu & gan, da phat hién dugc it nhét 10 chét
chuyen hoa trong huyét tuong, trong do co chit ambrosol 1a chét chuyen hoéa van con hoat tinh.
Thoi gian ban thai cua thudc & pha cudi 1a 13 — 40 gio tuy theo timg ca thé. Bromhexin hydroclorid
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qua dugc hang rdo mau nio, va mot lwong nho qua duoce nhau thai.

- Thai trir: khoang 85-90% liéu ding dugc thai trir qua nude tidu, cha yéu la duéi dang cic chit
chuyén hoa & dang lién hop sulfo hodc glucuro, va mot luong nho duoc thai trir nguyén dang;
bromhexin duoc thai trir rét it qua phan, chi khoang dudi 4%.

- Khong c6 dit lidu duge dong hoc ¢ nguoi cao tudi, bénh nhéan suy gan hodc suy than. Kinh nghi¢ém
lam sang sau rong khong lam phat sinh nhimg mdi quan tim lién quan vé an toan & nhitng nhom
bénh nhén nay.

- Giam do thanh thai cta bromhexin ¢o thé duoc du kién o truong hop bénh gan nghiém trong; ¢
truong hop suy than nghiém trong, su tich Iy cac chat chuyén hoa khong thé duoc loai trir.

Quy ciach dong goi:
- Vi 10 vién nén. Hop 10 vi.
- Vi 20 vién nén. Hop 10 vi.
Piéu kién bio quin:
Bao quéan noi kho rdo, tranh anh sang, nhié¢t do khong qua 30°C.

Han dung:
24 thang ké tir ngay san xuét. Khong su dung thudc hét han dung. W
Tiéu chuin chit lwong cia thude: DDVN
Tén, dia chi co s¢ san xuit thube:
CONG TY CO PHAN HOA - DUQOC PHAM MEKOPHAR
$6 297/5 Ly Thuong Kiét, Phuong 15, Quén 11, Tp. Ho Chi Minh.
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