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BAO QUAN: Nai khé mat, tranh dnt ao quan gnhiét do d
TIEU CHUAN: ma vach
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Bromnexin hydroclorid 8mg
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Bromnexin hydroclorid Bmo
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BAO QUAN: Nai kho mat, tranh anh sang
TIEU CHUAN: TCCS
SDK:

LsSX:
NSX:
HD:

Vién nén

[

Bromnexin hydroclorid 8mg
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Bromnexin hydroclorid Bmy
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CHI BINH:

Vién nén

Bromhexin hydroclorid 8mg
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BAO QUAN: Noi kha mat, tranh anh sang, bac quan & nhiét da d
TIEU CHUAN: TCCS ma vach

SDK:

LSX: CONG TY 66 PHAND AN THANH £ 44T
NSX: ; :
HD:

! Hop 5 vi x 10 vién
Vién nén

BROMMOHEXIN TP

Bromhexin hydroclorid 8mg
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DE XA TAM TAY TRE EM
POC KV HUGNG DAN SU DUNG TRUTC KHI DUNG

BROMMOREXIN T

Bromhexin hydroclorid Bmo

CHi DINH:

Hop 5 vi x 10 vien

Vién nén

BROMMOHEXIN TP

Bromhexin hydroclorid 8mg
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Bromhexin hydroclorid 8mg
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TG HUOGNG DAN SU DUNG THUOC

1. TEN THUOC: BROMMOHEXIN TP
2. CAC DAU HIEU LUU Y YA KHUYEN CAO KHI DUNG THUOC:

Dé xa tam tay ré em
Doc ki hudng dan st dung trude khi ding.
Khong dimg qud liéu chi dinh

3. THANH PHAN CONG THUC THUOC:

M&i vién nén chira:

Théanh phan duge chét: Bromhexin hydroclorid...........ccovvieiiiinn 8mg

Thanh phin t4 duoc: Microcrystallin cellulose PH 101, tinh bdt sin, povidone K30, natri starch
glycolat, tale, magnesi stearat.

4. DANG BAO CHE: Vién nén.

Mo ta; Vién nén mau tring hofic tring nga, thinh va canh vién lanh lin.

5. CHI DINH:

R&i loan tiét dich phé quan, nhét la trong viém phé quan cép tinh, dot cép tinh ctia viém phé
quén man tinh.

Bromhexin thuémg duge ding nhu mét chét bo trg voi khang sinh, khi bi nhiém khufin niing
dudmg hd hip.

6. LIEU DUNG VA CACH DUNG:

Liéu luong.

Nguoi 1on va tré em trén 10 tudi: 8 - 16 mg/lan, ngay udng 3 lan.

Thoi gian didu tri khong qua 8 - 10 ngay trir khi co y kidn thiy thude.

Cdch dimg.

Thudc duge duge ding bang dudng udng. Nén udng thude vai 1 cbe nude.

7. CHONG CHI DINH:

M2n cam v6i bromhexin hodic voi bit ki thanh phin ta duoc ndo ciia thude.

8. CANH BAO VA THAN TRONG KHI DUNG THUOC:

Trong khi ding bromhexin can tranh phdi hop véi thude ho vi ¢d nguy co {t dong dom & dudng
hé hip. Bromhexin, do tic dung lam tiéu dich nhdy, nén c6 thé gdy huy hoai hang rao niém mac
da day; vi vdy, khi ding cho ngudi bénh ¢6 tién str loét da day phai rit thén trong.

Cén than trong khi ding cho ngudi bénh hen, vi bromhexin ¢6 thé géy co thit phé quan & mot s6
ngudi d& man cam. Sy thanh thai bromhexin va cac chét chuyén héa cé thé bi giam & nguoi
bénh bi suy gan hoéc suy than ning, nén cin phai thén trong va theo doi.

Can than trong khi ding bromhexin cho ngudi cao tudi hodic suy nhwoc qué yéu, tré em, dic biét
[a tré em dudi 2 tudi, vi khong c6 kha ning khac dom c6 hidu qua do d6 cang ting r dom.

9. SUDUNG CHO NGUGI MANG THAT VA CHO CON BU:

* Phy nit ¢ thai

Chua nghién ctiu tée dyng sinh quai thai ciia bromhexin & dong vét thi nghi¢m. Chua c6 nghién
ctru ddy di va co kiém soat vé ding bromhexin cho ngudi mang thai, vi véy, khong khuyén céo
diing bromhexin cho nguti mang thai.
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* Phu nit cho con bu

Chua ¢6 nghién ctru tién hanh trén ngudi xem lidu bromhexin ¢ bai tiét vao sita me khong. Vi
vay, khéng khuyén céo diing bromhexin cho phy nit nudi con bu. Néu cin dung thi tot nhét la
khéng cho con b,

10. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
Thubc ¢6 thé gdy nhirc diu, chong mit nén than trong khi ding cho ngudi dang 141 xe va ngudi
dang van hanh may méc.

11. TUONG TAC, TUONG KY CUA THUOC:

Twong tic thubc:

Khéng phdi hop vai thude lam giam tiét dich (gidm ca dich tiét khi phé quan) nhur cac thude
kiéu atropin (ho#ic anticholinergic) vi lam gidm tdc dung cta bromhexin, Khong phdi hop véi
céc thube chéng ho.

Ding phdi hop bromhexin voi khang sinh (amoxicilin, cefuroxim, erythromyein, doxycyelin)
lan ting ndng dd khang sinh vao md phdi va phé quan. Nhu véy, bromhexin cé thé ¢6 tic dung
nhu mét thude b tro trong diéu tri nhiém khudn hé hdp, 1am ting tdc dung cia khang sinh.
Twong ky thude: Dung dich bromhexin hydroclorid n dinh pH<6. Néu pH>6, thudc bi két tia
do gidi phéng ra bromhexin dang base. Vi vay, khong duge trgn v6i céc dung dich kiém, ké ca
cac dung dich ¢d pH trung tinh,

Khéng duoge trén bromhexin hydroclorid dang dung dich udng véi cée thude khéc, do nguy co =

g S I@U#OMD@

tuong ky ve hoa ly. S
12. TAC DUNG KHONG MONG MUON CUA THUOC (ADR): gg-”pﬁl"
it gap, 1/1 000 < ADR < 1/100 ude pﬁ%
Tiéu hoa: Pau ving thuong vi, bubn ndn, ndn, ia chay. HANH PR
Thén kinh: Nhic déu, chéng mit, ra md héi. m
=

Da: Ban da, may day.

Ho hép: Nguy co ( dich tiét phé quan & ngudi bénh khéng c6 kha nang khac dom.

Hiém giip, ADR < 1/1000

Tiéu hoa: Khé miéng.

Gan: Tang enzym transaminase AST, ALT

Huwéng din cich xir tri ADR

Cac ADR thudmg nhe vé qua khoi trong qué trinh didu tri (trir co thit phé quan khi dung thude
cho ngudi bi hen suyén).

Thong bdo ngay cho béc st hodic dwge s7uhitng phdn g ¢d hai giip phdi khi sir dung thudc.

13. QUA LIEU VA CACH XU TRi:

* Qud lidu: Cho dén nay, chua thiy c6 béo cdo v& qué lidu do bromhexin,

* Xir tri: Néu xay ra truong hop qua lidu, can diéu trj triéu ching va hd tro.

14. PAC TiNH DUQC LU'C HQC:

Nhom duge 1y: Thude long dom.

Ma ATC: ROSCB02

Bromhexin hydroclorid 1a chit ¢6 tac dung long dom. Do hoat hoa tdng hop sialomucin va phéd
v0 cée soi acid mucopolysaccharid nén thudc lam dom long hon va it quanh hon. Gitip dom tir
phé quan thoat ra ngoai cé hidu qua. Khi udng, thudmg phai sau 2 - 3 ngdy méi c6 téc dung trén
lam sang.
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Bromhexin di duge ubng lidu 16 mg/lan, 3 lin/ngay hodc ding tai chd dé diéu tri hoi chimg mit
khé kém san xuét dich nhay bét thuong (hdi ching Sjdgren’s), nhung két qua khong 6n dinh,
chua 6, nén tac dung nay it duge ap dung.

15. PAC TINH DUQC PQONG HOC:

Hép thu: Bromhexin hydroclorid hdp thu nhanh qua dutmg tiéu héa va bi chuyén héa budc dau
& gan rit manh, nén sinh kha dung khi udng chi dat khoang 20 %. Thic dn lam ting sinh kha
dyung ctia bromhexin hydroclorid. Nong d¢ dinh trong huyét tuong dat duge sau khi ubng tir 1/2
gidr @én 1 gio.

Phdn bé: Bromhexin hydroclorid phin b rét rong i vao cac md clia co thé. Thudc lién két rat
manh (95 - 99%) vdi protein huyét tuong. Khi tiém tinh mach, thé tich phan bd cia thude la
Tlitkg,

Chuyén héa: Bromhexin chuyén héa chi yéu & gan. Dd phat hién dugc it nhit 10 chit chuyén
hoa trong huyét tuong, trong d6, ¢ chit ambroxol la chét chuyén héa vin con hoat tinh. Nita
ddi thai trir ciia thude & pha cudi 1a 13 - 40 gidr tuy theo timg cé thé. Bromhexin qua duge hang
rao mau nfio va mot lugng nhé qua duge nhau thai.

Thai triv: Khoang 85 - 90% liéu ding duge thai trir qua nude tiéu, chti yéu 1a dudi dang céc chét
chuyén hod, & dang lién hop sulfo hodc glucuro va mdt lugng nho duge thai triv nguyén dang.
Bromhexin duge thai trir rét it qua phén, chi khoang duéi 4%.

16. QUY CACH PONG GOI:

Hop 2 vi (ALU/ALU) x 10 vién, kém theo t& huéng dén sir dung thube.

Hép 3 vi (ALU/ALU) x 10 vién, kém theo t& huéng din sir dung thube.

Hop 5 vi (ALU/ALU) x 10 vién, kém theo tir huéng dan sir dung thube.

Hop 10 vi (ALU/ALU) x 10 vién, kém theo to hudng din sir dung thude. T/
17. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC: a‘?
Pidu kién bdo quan: Noi khd mét, tranh dnh sing, bao quén & nhigt do dudi 30°C.
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Han ding: 36 théang k& tir ngay san xudt,

Tiéu chuéin chét lwgng: TCCS.

18. TEN, PIA CHI CO SO SAN XUAT:

Siin xudit tai :

CONG TY CO PHAN DUQC PHAM THANH PHAT

Dia chi: Lo CN1-6, khu cong nghiép Phi Nghia, xd Pht Nghia, huyén Chuong My, thanh phé
Ha Nai.

Dién thoai: 0243.2009142
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