MAU NHAN THUOC PANG KY

1/ NHAN CHAI NICBESO

Ma vach
Thudc diing cho bénh vién
San xudt tai:

CONG TY TNHH DUQC PHAM USA - NIC
L6 11D, ubg . KCN TénTao, Q. T, TPHOM

2/ NHAN CHAI NICBESO

Ma vach
Thulc diing cho b&nh vién

San xudt tai:

CONG TY TNHH DUQC PHAM USA - NIC

L6 11D, Budng C, KON Tan Tao, .k a, TP HCM

Sy

LVIN - 4 (Chai 200 vién nang ciing)

cHi BINH, LIEU DUNG - CACH DUNG, )
cHONG CHI DINH, THAN TRONG VA
CAC THONG TIN KHAC:

Xin doc trong t hudng dlin sif dyng
BE xA TAM TAY ClA TRE EM

K¥ HUONG DAN S DUNG TRUOC KiI DUNG
OUAN NCH KHO MAT, NHIET DO DUCY 30°C,
TRANH ANH SANG.
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NICBESOLVIN -4

/-

Chai 200
¥ién nang cing

GMP-WHio USA-NIC PHARMA Co., Lid
Biock 110, Road €. Tan Tao 1P, Bink Tan Bt HOMC o

CUC QUAN LY DUGC

PA PHE DUYET

Lén dauj.!i./’(\_.’../ 2
EVIN-4-(Chai 500 vién nang cifng)

NiCBESOLVIN - 4
/-

Chai 500
vién nang cing

GMP-WHO

Block 110, Fioad €, Tan Tao IP, Bink Tan Dist., HOMC !

Tp.HCM, Ngay ¢ thdng 04 nim 2014
KT.Téng Giam Pédc




MAU NHAN THUOC PANG KY

3/ NHAN Vi NICBESOLVIN - 4 (1 vi x 10 vién nang cling)
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MAU NHAN THUOC PANG KY

4/ MAU HOP NICBESOLVIN -4 (Hop 10 vi x 10 vién nang ciing)

mm DE XA TAM TAY COA TRE EM

Bromhexin hydroclorid ... 4 mg BOC KV HUONG DAN S DUmS TRUGC KHI DUNG

Taduge .vd ... e 1 ViR BA0 GUAN NOI KHO MAT, NsuET BO DUN 30°C,

TRANH ANH SANG.

ﬁm&mm-mm Syl j :

ctinG cii BiNK, THAN TRONS VA I

CAC THONG TIN KHAC: CONG TY TNHH DUGC PHAM USA - NIC il
\ Xin doc trong t hubng din sif dung L5 11D, Bubing C, KCN Tén Tao, 0LBinh Tan, Tp.HCM
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NCBESOMIN G

Bromhexin hydroclorid 4mg

T g,_;: %

Han dlng/Exp. Date :

56 10 SX/Lot. No :
Ngdy SXMfg Date

/ COMPOSITION: SPKNVISA: .............
Bromhexin hydroclorid . 4 mg TIEU CHUAN AP DUNG: TCCS
Excipients g$p ... 1 capsule
Ma Vach
INDICATIONS, CONTRA-INDICATIONS,
DOSAGE, WARMNINGS: Manufaciured by:
Read the package insert Carehuly. m&.ﬂﬁ.hmmﬂh‘:ﬂgz

Tp.HCM, Ngay c3 thdng O ndam 2014
KT.Tong Gidm Péc
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TO HUONG DAN SU DUNG THUOC
Vién nang citng NICBESOLVIN - 4

NICBESOLVIN - 4 Vién nang cirng
¢ Cong thire (cho mdt vién):

- Taduge............ VIR B comvimmeismainssassains 1 VIGH
(Tinh bt san, bt talc, magnesi stearat).

¢ Tac dung dwoc ly:
Duoc luc hoc:

- Bromhexin hydroclorid 1a chat diéu hoa va tiéu nhiy duong ho hdp. Do hoat hoa su téng hop
sialomucin va phd v& céc soi mucopolysaccharid acid nén thuoc lam doém long hon va it
quanh hon. Thudc 1am long dom dé dang hon, nén lam dom tur phé quan thoat ra ngoai ¢6 hiéu
qua.

Duoc dong hoc:

- Bromhexin hydroclorid hdp thu nhanh qua duong tiéu hod, trir trudng hop méc céc hoi chimg
kém he‘ip thu va bi chuyén héa bude dau & gan rat manh, nén sinh kha dung khi uéng chi dat
20-25%. Thuc &n lam tang sinh kha dung ctia bromhexin hydroclorid. Nong d¢ dinh trong
huyét twong & ngudi khoe manh, chi dat sau khi udng, tir nira gios dén 1 gidy

- Bromhexin hydroclorid phén bd rét rong rdi vao cac md cua co',thé. Thuéc' lién két rit manh
V61 protein cua huyet tuong (trén 95%). Nira doi thai trir cua thude & pha cuodi la 12-30 gi¢ tuy
vao timg cé the, vi trong pha dau thude duge phan bd nhiéu vao cac md cua co thé.

- Bromhexin qua dugc hang rao mau nio, va mot lugng nhé qua dugce nhau thai vao thai.

- Khoing 85-90% liéu ding dugc thai trir qua nude tiéu, chi yéu dudi dang chét chuyén héa,
sau khi da lién hop véi acid sulfuric hodc acid glucuronic va mét lugng nhé duoc thai trur
nguyén dang. Bromhexin thai trir rat it qua phan, chi khoang du6i 4%.

¢ Chi dinh:

- Roi loan tiét dich phé quan, nhit 1a trong viém phé quan cAp tinh, dot cép tinh cla viém phé
quan man tinh.

- Bromhexin thuong duge dung nhu mét chat bd trg véi khéng sinh, khi bi nhiém khuén nang
dudng hoé hap. ;

¢ Liéu dung;

- Ngudi 16n va tré em trén 10 tudi: 8-16 mg/ lan,ngay udng 3 1an.

- Thoi gian dieu tri khong duoc kéo dai qué 8-10 ngay néu chua co v kién thiy thué

¢ Chong chi dinh:

- Qua mén v6i bromhexin HCI hay bét cir thanh phan nao cta thude

¢ Tic dung khong mong muédn:

- Tt gap: Dau da day, budn nén, non, ia chay, nhirc dau, chéng mat, ra mé héi.

- Hiém gip: Kho miéng.

THONG BAO CHO BAC STNHUNG TAC DUNG KHONG MONG MUON GAP PHAI KHI
SU DUNG THUOC

¢ Tuwong tic véi thude khic:

- Khéng phdi hop vé6i thude 1am giam tiét dich nhu cac thuéc kiéu atropin vi 1am giam téc dung
cta bromhexin.

- Khong phéi hop véi cac thude chéng ho.

- Dung phéi‘hqp bromhexin véi khéng sinh (amoxicillin, cefuroxim, erythromycin, doxycyclin)
lam tdng nong d¢ khéng sinh vao md phdi va phé quan
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Thén trong:

Trong khi dung bromhexin can tranh phdi hop véi thude ho vi ¢6 nguy co dong dom &
duong ho hép.

Bromhexin do tac dung lam tiéu dich nhay nén cé thé gay hiy hoai hang rao niém mac da day,
vi vay khi dung cho nguoi bénh cé tlen sir loét da day phai rét than tron g

Cén thén trong khi dung cho ngudi méc bénh hen, vi bromhexin c6 thé gdy co thit phé quan &
mot s6 ngudi d& min cam.

Su thanh thai bromhexin va cac chét chuyén héa bi giam & ngudi suy gan, thin ning trong khi
dung thuc nay.

Cin than trong khi ding bromhexin cho ngudi cao tudi hogc suy nhuge khong c6 kha nang
khac dom.

Tac djng ciia thude khi l4i xe va van hanh may méc:

Thubc c6 thé gay chong mét nén thén trong cho nguoi 1di xe va van hanh may méc.

Str dung cho phu nir ¢6 thai va cho con bi:

Khong khuyén cdo dung bromhexin cho ngudi mang thai.

Chua biét bromhexin c6 bai txet vao sitta me khong. Vi vay khong khuyén cdo ding bromhexin
cho phu nir nudi con bu. Néu can ding thi tét nhét 1a khong cho con bu.

Qua lidu va xir tri:

Chua c6 thong tin vé qué liéu bromhexin.

Néu xay ra truong hop qua lidu cin diéu tri triéu chimg va hd tro.

Trinh bay:

Hop 10 vi x 10 vién

Chai 200 vién

Chai 500 vién 12
Han dung: =

36 thang ké tir ngay san xuit.

Bido quan:

Noi kh6 mat, nhiét d§ dudi 30°C, tranh 4nh sang.

Tiéu chuin: TCCS

DE XA TAM TAY CUA TRE EM

POC KY HUONG DAN SU DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN XIN HOI Y KIEN CUA THAY THUOC -
KHONG DUNG THUOC QUA HAN SU DUNG 4|
THONG BAO CHO BAC S NHUNG TAC DUNG KHONG MONG MUON GAP PH%I
KHI SU DUNG THUOC 2

CONG TY TNHH DUGC PHAM USA - NIC (USA - NIC PHARMA)
L6 11D duong C — KCN Tan Tao — Q.Binh Tan — TP.HCM
DT : (08) 37.541.999 — Fax: (08) 37.543.999

. Y TP. HCM ngly 03 thang 03 nim 2014

TUQ CUC TRUONG
P.TRUONG PHONG
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