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Composition: Each tablet contains

Bromhexine hydrochloride 12mg

Excipients: g.s

Indications/ Dosage and administration/ Contra-indications and other
information: Please read the package insert inside

Storage: In a sealed package, at a dry place and below 30°C
Specifications: Manufacturer's

Keep out of reach of the children / Read the leaflet carefully before using
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Manufactured by:

HERA BIOPHARMACEUTICAL COMPANY LIMITED
Address: Lot A17, Tu Ha Industrial Zone, Huong Tra
Town, Thua Thien Hue Province, Vietnam.

Thanh phan: M&i vién nén co chira

Bromhexine hydrochloride... ~12mg

Ta dirgre: vira di 01 vién

Chi dinh/ Lidu ding/ Cach ding/ Chéng chi dinh va nhimg théng tin
khac: Xin xem k§ t& hwéng dan sir dyng

Bao quan: Trong bao bi kin, noi khé rdo, dwai 30°C

Tiéu chudn: NSX
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USCOHEXINE 12

Bromhexine hydrochloride 12 mg

San xuét tai:

CONG TY TNHH SINH DU'Q'C PHAM HERA
Dija chi: L6 A17, KCN Tt Ha, Tx. Huong Tra,
Tinh Thira Thién Hué, Viét Nam.

iption medicine 10 blisters x 10 tablets
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BUSCOHEXINE 12

Vién nén Bromhexine hydrochloride 12 mg

Pé xa tam tay tré em
Théng bdo ngay cho bdc st hodc duwoc sinhiing tdc dung khong mong mudn gép phai khi sir dung thudc

THANH PHAN VA HAM LUQNG

MG&i vién nén c6 chira:

Hoat chat: Bromhexine hydrochloride.................. 12 mg.

Td dwoc vira di: Lactose monohydrate 200, microcrystalline cellulose 102, maize starch,
povidone K30, croscarmellose sodium, colloidal silicon dioxide, magnesium stearate.
DANG BAO CHE

Vién nén mau trﬁng dén tréng nga, hinh tron, 2 mat phéng, mot mét dugc dép chim chit
“HERA”, mdt mit ¢ vach ngang, canh va thanh vién lanh Ian.

CHI PINH

Réi loan vé tiét dich ctia phé quan trong bénh phé quan phdi cp tinh va man tinh lién quan
dén su gian doan trong qud trinh hinh thanh va van chuyén chét nhay.

LIEU DUNG VA CACH DUNG

Liéu diung

Trir khi ¢6 quy dinh khéc, lidu lurgng khuyén cao nhu sau:

Nguoi lon va thanh thiéu nién tir 14 tuéi tré lén

Ubng 1 vién x 3 lan/ngay (twong duong 36 mg bromhexine hydrochloride moi ngay).

Tré em va thanh nién

Dung thudc c¢6 ham lugng thip hon cho tré em dudi 14 tudi.

Cach dung

Nén udng sau bira an véi nhiéu nudc.

Thoi gian dung phai dugc quyét dinh riéng tiy thudc vao chi dinh va qua trinh ctia bénh.
Khéng nén dung vién nén bromhexine hydrochloride 12 mg nhiéu hon 4 dén 5 ngay ma
khong cé chi dinh cia béc si.

CHONG CHi PINH

Qua min cam véi hoat chét hodc v6i bat ky té duge nao c6 trong thanh phan cta thubce.
CANH BAO VA THAN TRONG KHI DUNG THUOC

P ¢6 béo céo vé cac phén tng da ‘nghiém trong nhu hong ban da dang, hoi ching Stevens-
Johnson (SJS)/hoai tir biéu bi nhiém doc (TEN) va ngoai ban muyn mu toan than cép tinh
(AGEP) lién quan den str dung bromhexine. Do d6, néu xut hién cac triéu chirng hodc dau
hiéu phét ban da tién trién (doi khi lién quan dén phong rop hodc tén thuong niém mac) nén
nglng st dung bromhexine ngay lap tirc va tim trg giup y té.

Trong truong hop chirc néng van dong phe quan bi suy giam va lugng bai tiét 1on (vi du trong
truong hop hiém gap ctia hdi ching roi loan vén dong nhung mao nguyén phat ac tinh), nén
than trong khi sir dung vién nén bromhexine hydrochloride 12 mg vi c6 thé tich tu chét bai
tiét.
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Trong trirong hop chirc ndng than bi suy giam hodc bénh gan nédng, chi nén dung vién nén
bromhexine hydrochloride 12 mg mot cach dic biét than trong (nghia 1a v6i khoang cich liéu
16n hon hodc giam liéu).

Trong trudng hop suy than nang, chic chin co thé xdy ra su tich tu céc chit chuyén hoa
bromhexine hinh thanh ¢ gan.

Nén theo doi thudng xuyén chirc ning gan, dic biét trong thoi gian diéu trj 1au dai.

Ta duoc

San phim nay c6 chira lactose, bénh nhan ¢ vAn @ di truyén hiém gip khong dung nap
galactose, khiém khuyét lactase Lapp hay kém hap thu glucose-galactose khong nén dung
thudc nay.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Thoi ky mang thai

Chuwa c6 kinh nghiém vé str dung bromhexine trong thoi ky mang thai & ngudi, do d6 chi c6
thé ké don vién nén bromhexine hydrochloride 12 mg trong thoi ky mang thai sau khi da
danh gia nghiém ngat loi ich — nguy co.

Phu nitr dang cho con bi

Vi hoat chit di vao sira me, khong nén sir dung vién nén bromhexine hydrochloride 12 mg

khi dang cho con bu.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Chua ¢6 thﬁx’lg tin. : =
TUONG TAC THUOC .
Str dung két hop vién nén bromhexine hydrochloride 12 mg véi thube chéng ho (thudc giam ::E{
ho) c6 thé dan dén su tich tu dich tiét mot cach nguy hiém do phan xa ho bi han ché, do do6 DUt
cin dic biét than trong khi chi dinh didu tri két hop nay. 1E
TAC DUNG KHONG MONG MUON Y

T4c dung khéng mong mudn dugc dénh gia dua theo céc tan suét sau:

R4t thuong gip (ADR > 1/10), thudong gip (1/100 < ADR < 1/10), it gap (1/1000 < ADR <
1/100), hiém gip (1/10000 < ADR < 1/1000), rat hiém gip (ADR < 1/10000) va chua rd tan
Suat.

Hé tiéu hoa

it gap: Bubn ndn, dau bung, non, tiéu chay.

Da va mé dwdi da

Hiém gip: Phat ban, may day.

Chua 5 tAn sut: Phan tng da nghiém trong (bao gdbm hdng ban da dang, hdi chimg Stevens-
Johnson/hoai tir bidu bi nhiém doc va ngoai ban myun mu toan thin cép tinh.

Toan than va tai chd

It gap: S6t, phan tmg qua méin (kho thd).

QUA LIEU VA CACH XU TRi

Triéu chirng

Chua xay ra qua lidu gdy nguy hiém.

Mot truong hop bao cdo da dugc cong bd, theo d6 ndn mira xay ra & 4 trong s6 25 trudong
hop dung qua liéu bromhexine, va y thitc md mit, mét diéu hoa, nhin doi, nhiém toan chuyén
hoéa nhe va thd nhanh xay ra & 3 tré nhoé. Ngay ca khi khong khir nhiém, tré nhé vin khong
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c6 triéu chirng sau khi dung t6i 40 mg bromhexine. Khong cé dau hiéu nao cho thay kha ning
gdy doc man tinh & nguoi.

Xur tri

Sau khi ding qua lidu, theo doi tudn hoan va néu cn, chi dinh céc bién phap diéu tri triéu
chimg. Do dbc tinh thép ctia bromhexine, nhin chung c6 thé 4p dung cac bién phap dic hiéu
hon dé giam hip thu hodc diy nhanh qua trinh dao thai. Ngoai ra, do cac dic tinh dugce dong
hoc (thé tich phan bd cao, qué trinh phan b6 lai chdm va gin két v6i protein cao), khong c6
anh hudng déng ké dén viéc thai trir bang tham tach méu hodc lgi tiéu cudng bic.

Vi tré em tir 2 tudi trd 1én chi ¢6 cac triéu chirng nhe hon ngay ca sau khi ubng mét luong
16n, nén c6 thé boé qua qua trinh khir nhiém khi ubng toi 80 mg bromhexine hydrochloride,
dbi voi tré nho hon, giéi han twong mg dugce dua ra la 60 mg bromhexine hydrochloride (6
mg/kg thé trong).

DUQC LUC HQC

Nhém dwoe Iy: Thudce tiéu nhdy.

Ma ATC: ROSCBO2.

Bromhexine 1a mot dan xuét tong hop tir hoat chét thao dugc vasicine. N6 ¢c6 tac dung phan
huy chét tiét va van chuyén chét tiét trong dudng phé quan. Trong céc thi nghiém trén dong
vat, n6 lam tang ty 1¢ tiét thanh dich phé quan. Bang cach giam d§ quanh cua chit nhay va
hoat héa biéu md c¢6 nhung mao, nén ddy manh qué trinh tong chit nhay. Sau khi sir dung
bromhexine, ndng do khang sinh amoxicillin, erythromycin va oxytetracycline trong dom va
dich tiét phé quén tang lén. Sy lién quan 1dm sang khong rd rang.

DUQC PONG HQC

Sau khi udng, bromhexine dugc hép thu gan nhur hoan toan vdi thoi gian ban hiy khoang 0,4
gi0. Tmax sau khi udng 1a 1 gio. Chuyén hoa qua gan 1An dAu khoang 80%. Két qua tao thanh
cac chét chuyén hoa c6 hoat tinh sinh hoc. Lién két véi protein huyét turong 99%.

Su giam nong dd trong huyét twong qua nhiéu giai doan. Thoi gian ban thai két thiic thoi gian
tac dung khoang 1 git. Ngoai ra, thoi gian ban thai cudi cung khoang 16 gio. Piéu nay 1a do
su tai phén b mot lwong nhé bromhexine tir mo. Thé tich phén bb xap xi 7 lit’kg thé trong.
Bromhexine khong tich Illy.

Bromhexine d1 qua dich ndo tiy va nhau thai va bai tiét qua sita me.

Thai trir cht yéu qua than dudi dang céc chit chuyén hoa duge hinh thanh & gan. Do lién két
v6i protein manh va thé tich phan bé 16n ciing nhur tai phén bb chim tir cdc m6 vao mau nén
khong thé loai bo dang ké bromhexine bang thim tach hoic lgi tiéu cudng birc.

Trong bénh gan ning, d thanh thai cia thube gbe duge cho 1a giam. Trong truong horp suy
thin ning, khong thé loai trir kha ning kéo dai thoi gian ban thai cua céc chit chuyén hoa
ctia bromhexine. C6 thé nitro hoa bromhexine & diéu kién sinh 1y trong da day.

QUY CACH PONG GOI

Hop 03 vi x 10 vién.

Hop 10 vi x 10 vién.

BAO QUAN

Bao quén trong bao bi kin, noi kho réo, nhiét d6 dudi 30°C.
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TIEU CHUAN CHAT LUQNG

Nha sén xuét.

HAN DUNG

36 thang ké tir ngay san Xuét.

S6 16 san xudt (Batch No.), ngay san xudt (Mfg. date), han dimg (Exp. date): xin xem trén
nhan bao bi.

Sén xudt tai:
Cong ty TNHH Sinh dwge phim HERA
L6 A17 Khu cong nghiép Tir Ha, thi xd Huwong Tra, tinh Thira Thién Hué, Viét Nam.
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