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DA | DIEN TA| "-.'_

BASIFLUX
(bromhexine hydrochloride 0,16% k1)

NEN HO CHIEMING A5/
" o o .
P xa tdm tay iré em

Bpc k9 huedmg din st dung tride khi dimg,

Thing hdo ngay cho bde 57 hodc dugre 57 nhitng phdn tmg co hai gdp phai kbl si dung thutic.

THANH PHAN CONG THUC THUOC

Mbi ml siro ubng chim:

Thinh phdn hogt chdt: bromhexine hydrochloride 1,6 mg (0,16% kl/u)

Thimh phdn td dwge: propyl p-hydroxybenzoate, methyl p-hydroxybenzoate, saccharin sodium,
propy lene glycol, dung dich sorhitel 70%, huomg cherry, nurde tinh khigt.

DANG BAO CHE
Siro
Chét long trong, khing miw, dang siro, ¢4 mii d§c tnmg,

CHI PJNH

BASIFLUX duge chi djnh lim lodng dom trong céc didu trj khng khufin ciia binh nhidm khudn
dirtmg hd hiip voi sy tidt chilt nhay bit thikmg.

CACH DUNG, LIEU DUNG

Litu ding

Tré em:

Tré em trén 12 tudi: § ml x 3 in/ ngay, 16i da 30 ml (trong duong 48 mg bromhexine hydrochloride)/
ngay.

Tré em tir 6 dén 12 tudi: 2,5 ml x 3 Iin/ ngay, t6i da 10 ml (twomg dwomg 16 mg bromhexine
hydrochloride)/ ngay.

Tré em tir 2 dén 6 whi: 1,25 ml x 3 Mo/ ngay, t6i da 5 ml (nromg duong 8 mg bromhexine
hydrochloride) ngay.

BASIFLUX chi nén duge dimg cho tré em dudi 2 tudi dudd sy theo doi cia bie sf.

Megurir ldm:

5 ml (1 mudng diy) x 3 lin/ ngdy.
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Trong gisi doan diu didu tri, o6 thé ting tdng lidu hiing ngay, ti da 30 ml (10 ml x 3 lin/ ngéy, tomg
duomg 48 mg bromhexine hydrochloride) & nguén Idém.

Litu diing cho bgnh nhin suy thin:

Khéng cin didu chinh liéu & bénh nhin suy thin.

Liéu diing cho bénh nhin suy gan:

Khéng cdn didu chinh ligu & bénh nhin suy gan.

Cich diang

BASIFLUX nén duge ubng sau dn,

Bénh nhin chi nén ding BASIFLUX khi céc tridu chimg vin con, khing nén ding thuoe hom biy
ngity dittu tri lign tyc, trir khi ¢6 chi djnh khic cla béc sT,

Sir dung dung cy phén lidu 1d mudng nhya PP o6 dung tich 5 ml, o6 vach chia & cde mire 1,25 ml; 2.5
ml; 3,75 ml v& 5 ml.

CHONG CHI BINH

Qué min véi bromhexine hodic cac thanh phin 1 duge cia thude.

BASIFLUX khéng nén ding cho bénh nhin bj loét di day 1 tring.

Chbng chi dinh trong truémg hop méc cde bénh di truyén hiém glip co twemg ky véi mbt trong cac ta
durge i thudie.

CANH BAO VA THAN TRONG KHI DUNG THUOC L
Khiing kit hop viri thubc chéng he holic chit lim kha dich tiét, Viée sir dung thude tiéu chit nhiy c6 0
nghiia 14 gidm d nhét cia chit nhiy va tang logi bo chit nhiy, thing qua hogt dong cita bidu mé [ b2
dirémg mit hode thing qua phan xa ho; do dé, legng dimm va ho s& ting lén. Bgnh nhin ciin duroe loa W Hf
¥ vé khil niing tiing tit phé quin ding ké trong qué trinh dicu tri, S
Céin thiin trong khi sir dung BASIFLUX cho nhitmg nguwii d& bj loét da day ta trimg (vi dy: eo lidn sir

lodt da day i trang), vi thinh phéin hoat chit cia thude, bromhexine, ¢b kha ning phad hiy hing rdo

nitém mac da day.

BASIFLUX ciing nén durgre sit dung thiin trong cho nhimg bénh nhin bj hen phé quén.

P4 c6 bio cdo vé cic phan (mg da nghiém trong nhu hing ban da dgng, héi chimg Stevens-Johnson

(5J5) / hoai tir biéu bi nhidm dde (TEN} va ngogi ban mun m todn thin cip tinh (AGEP) lién quan

dén vige sir dyng bromhexine. Néu ¢6 cde tridu chimg hofic ddu higu cia phat ban da dang tién trién

(didi khi két hop vai mun nude hode thn thuong niém mge), nén ngimg didu trj bing bromhexine ngay

Ip tire vi cdn duge e viin y 12,
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(Qud trinh thai trir bromhexin vé ci¢ chift chuyén hoa cia thude cb thé bj suy gidm & bénh nhin suy
chirc nding gan hodc thin, Do d6, vie sir dung bromhexin & cdc d6i tromg ndy cin dwoe thin trong,
¢iin nhiic hidu chinh liéu hegng néu ciin thiét, va phii duge thyee hién dudi sur theo doi coa bac si.

Ciinh hdio ti dugre

Sorbitol

Thube niy co chira 532 mg sorbitol trong mdi ml siro.

Sorbitol 14 nguin dinh dutmg gitu fructose. Néu bénh nhn (hode bénh nhi) duge chin dodn ed rbi
logn dung nap véri mot s6 logi duimg nhiit dinh, hode néu bénh nhin bj rdi logn khing dung nap
fructose do di truyén, mdt ri logn di truyén hidm gdp, ma binh khong thé tidu hba fractose, hiy hai
¢ kidn bac sT trude khi ding thubc nay.

Propylene glyeol

Thudc ndy c6 chira 40 mg propylene glyeol trong méi ml siro.

Néu tré dudi 5 wdi, hoi v kign bic 4 hode duge s7 tnnde khi cho tré ding thude, nhét 1a khi tré duge
cho ding cae thude khie eb chim propylene glyeol hay aleol.

Méu bénh nhin dang mang thal kay cho con b, khing diang thube niy trir khi cd kbhuyén cido cia bac
o, Bic 5T didu tri co the phai thye kign mot s6 xét nghiém trong thés gian bénh nhin ding thube nay.
Néu bénh nhén o bénh gan hode thiin, khong ding thudc nay trir khi ¢ khuyén cio cda bic sT. Bic
57 didu tri e thé phai thyre hign mét 36 xét nghidm trong thoi gian bénh nhin ding thude niy.
Methvi p-fvedroxyhenzoaie v progl p-fvdroxybenzoaie

Fhufie ndy c6 chira propyl p-hydroxybenzoate va methyl p-hydroxybenzoate, ¢6 thé giy ra cic phin

tmg di émg (co the xiy r chim),

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

Bromhexine di qua hang rio nhao thai vidi 56 lugng nho. Vi vy, mic di khéng eo tic dyng phy nao
dirge mé th & phy it mang thai, BASIFLUX nén duge ding thin trong cho phy nir ¢d thai, de bit
1 trong ba thang diu cia thai ky. Vi whe 49 bai tiét cia bromhexine trong stra mg khong duge dinh
limg chinh xde, nén trdnh s dung BASIFLUX che phy nit dang cho con bl

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
BASIFLUX khong et hofic dnh hwimg khing déng ki dén khit nang l4i xe v sir dung miy moe,

TUONG TAC, TUONG KY CUA THUOC
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Thube chfing ho vi thude 1m khd dich tiét khing nén két hop v nhau, vi ching c6 tie dyng nguge
nhau,
Khing c6 hdo cdo twong tic lign quan dén 14m sing voi cde sin phim thude khic.

Tuwng ky
Do khéng e6 cde nghién et vé tinh twomg ky cia thude, khing tron lin thude niy viri cic thuoe khéc.

TAC DUNG KHONG MONG MUON CUA THUOC

Tién sufit cée tic dung khing mong mudn duge phin logi nhir sau; Rét thidmg glip (= 1/10), thuimg
gip (= 1100, < 1/10), it gép = 1/1000, < 1/100), hiém gip (= 1/10000, < 1/1000), rit hiem gap (<
1/10000) v& khing biét (khing thé wée hrong tir dir lidu siin ¢6).

Téc dyng khong mong | Hiém gip Rt hiem gip Khéng bigt

mubn phén loai theo | (> 1/10000 dén < | (< 1/10000) (khong thé wée hwmg

hé co quan 1/1000) tir dit Tiéu sdn ¢d)

Réi logn hé thiin kinh Nhirc diiu, chéng mat,

R&i logn fiéu héu Budn non, nom, téu | Thay 48i gid i cua

chay vivdau bung trén. | AST v ALT.

‘R&i loan da va md | Ngos, may day Céc phin (mg bit lgi

durévi da nghiém trong trén da

(hao gom hing ban da e

d-ﬁ-“ﬂ- h’éi I:hl.'rng 1, .;'-.
Stevens-Johnson/hoal
tir biéu bi nhidm de va INH,

ngodi bam mun mi todn _’:;?.
thin cip tinh).
Réi loan hé micn dich | Céc phdn (mg qué min Phin img phan v&, bao
gbm sbc phan vé, phi
magch v ngia,

Thing bio ngay cho bée s§ hode duge sT khi glp cac tdc dyng khong mong mudn nhu wén khi sir
dung thude hofic bdo cdo cde phin ng oo hai ¢ia thubc vé Trung tim Thing tin thude va Theo dai
phan dng co hai cla thude (ADR) Quée Gia, Dja chi: 13 - 15 Lé Thanh Téng — Phirimg Cira Nam

Thinh phé Ha Néi. Dién thoai; 024.3.9335,618; Fax: 024.3.9335642; Email: di pvcenterimpmail gom
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QUA LIEU VA CACH XU TRI
Trong trudmg hop qud lidu, BASIFLUX cé thé lam tang thé tich dich tiét mit céch khiing mong mudn,

QUY CACH BONG GOI
Hip | chai 200ml via mudng nhya PP cd dung tich § ml, ¢ vach chia & cée mire 1,25 ml; 2.5 ml;
3,75 ml; Smil.

PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC

Pibu kifn bdo quin: Khang béo guin & nhigt 43 trén 30°C. Béo quan trong bao bl gde dé trinh dnh
séng.

Han diing: 36 thing ké tir ngay san xuit, Thude khing dimg qud 6 thang ké tir ngdy mo ndp dau tién,
Tiéu chudn chit hrgmg eiia thude: Tidu chudn co sd

TEN, BJA CHI CUA CO 80 SAN XUAT THUOC
Laboratiorios Basi — Indistria Farmaceéutica, S.A.

Parque Industrial Manuel Lourenco Ferreira, Lotes 8, 15 e 16, Mortigua, 3450-232, B Dao Nha
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