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Tiéu chudin: TCCS
SDK( Reg.No.):

Thanh phan: M § m siro chira:
Bromhexin hydroclorid..
Tadwee. ..o
Chi djnh, cach diing, chéng chi dinh va cic théng tin khac:
Xem trong ¢ huémng diin sir dung thube kém theo

DE XA TAM TAY TRE EM

Bdo quin: DOC K¥ HUONG DAN SUF DUNG
B4 noi kho ro, tranh anh sang, nhidt a0 khong qua 30°C. TRUPOC KHI DUNG
Co s&r sin xut:

CONG TY DUQ'C PHAM VA THU'ONG MAI PHUONG BONG (TNHH)
TS 500, t&r ban ab sé 01, cym CN Hap Linh, phuréng Hap Linh, thanh
phé Béc Ninh, linh Béc Ninh, Viét Nam

MIBROMZYL

fromhexin hydroclotid 5 mg

e
/ Hop 30 8ng x 5 ml
{
Siro
Bromhexin hydroclorid 5 mg
| 258
; g2%
| x.§ 2
\ 2 °3 4 CONG TY DUQIC PHAM VA THUONG MAI PHUONG DONG (TNHH)
\ 25c TS5 509, 1& bin A8 58 01, cym CN Hap Linh, phutmg Hap Linh, thanh
AN s - phé Bac Ninh, tinh Béc Ninh, Viét Nam
. L o
ey Compaosition: Each 5 ml of syrup contains Specification: In-house
// Bromhexine hydrochloride........................5 mg
- Excipients.. s i qs
i KEEP OUT OF REACH OF CHILDREN
and other information: READ THE LEAFLET CAREFULLY
Please see the leafiet insert. BEFORE USE
Storage:
Store in a dry place, protect from light, at temperature not
exceeding 30°C
Manufactured by:
PHUONG DONG TRADING AND PHARMACEUTICAL COMPANY (LTD)
T8 509, map No 01, Hap Linh industrial group, Hap Linh ward,
Bac Ninh town, Bac Ninh province, Vietnam.
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MIBROMZYL

Thiah phiin: Wb § mi sirg chira
Eiromnexsn hydrociond Smg
T owge

vra 80
Chi dinh, cich ding, ching chi dinh vi ciic théng tin khic:

Xaen trong it hudmg diin sir g thube im theo.

8o quin:
D noi khd rio, trinh dnh sdng. nhit 80 knbng qua 30°C

Tidu chudn: TCCS
SOK| Reg No )

5418 SX (Batch Mo )
gy sn xult (Mg, )
Han ding (Exp )

DE XA TAM TAY TRE EM
‘DOC K¥ HUONG DAN S DUNG
TRUPOC KHI DUNG

Co s sin wubt:
CONG TY DUGT PHAM VA THUIONG MAI PHIFONG DONG [TNHH)
TS 509, i bdn a8 54 01, cum CN Hap Linh, phung Hap Link, ihanh

#hé Bhc Nenh, tinh BAc Ninh, Vigi Nam

Hop 01 1o x 60 ml

MIBROMZYL

Siro

Bromhexin hydroclorid 5 mg

e

PHUONGDONG
AR,
60 mi
Thanh phin: Wb 5 mi sieo chira
Bromhexin hydrocksnd 5mg
T duoe. virh 8

Chi dinh, chch ding, chbng chi dinh v cie théng tin khic

Ko rorg 1 hustng dn s Bung b ke thea

Bao quin

Db o kb o, triinh dnh séng, nhiét 68 kg oul 30°C

Tibu ehubn: TCCS
SOK{ Reg No |

Siro
Bromhexin hydrociorid § mg

Composition: Each § mi of syrup contains
Bromhexing hydrochioride. .. e Bmg
Escipients as

Indications. administration, contraindications and other information:

Plaase ses the isatet nser

Storage:
Store in a dry place, protect from hghl, al lemperature ol exceeding 30°C

Spacification: In-house

KEEP OUT OF REACH OF CHILDREN
READ THE LEAFLET CAREFULLY
BEFORE USE

Manutactired by:

PHUONG DONG TRADING AND PHARMACEUTICAL COMPANY (LTD)
TS 506, map No 01, Hap Link industrial group. Hep Linh ward

Bac Ninh town, Bac Ninh provinos, Vietam

Box of 01 bottie x 60 ml

MIBROMZYL

Syrup
Bromhexine hydrochloride 5 mg

T

PHUGNBOONG
AR

' MIBROMZYL

54 16 SX (Batch No.)
Ny sn xubt (Mig )
Han ding (Exp.):

DE XA TAM TAY TRE EM
BOC K¥ HUONG DAN SU DUNG
TRUGC KHI DUNG

Cornér wikn xuit:

phd Bhc Nanh, link Béc Ninh_ Vit Nam

TS 506, 1 bin 0 38 01, cum CN Hap Linh, phurmg Hap Link, ihinh

CONG TY DUQT PHAM VA THUONG MAI PHUONG DONG [THHH)
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MIBROMZYL |~ i

X ltang 1 Pty B 50 Gung hisbe ke thaa,

Chi @b, cdeh ding, ching chi dinh vh cic thang tin khic:
Bao quan:

Tibu chisdn: TCCS Siro Specification I-house Syrup
0K Reg:No.| .
Bromhexin hydroclorid 5 mg Bromhexine hydrochloride 5 mg
:::’Tr{::’)' KEEP OUT OF REACH OF CHILDREN
READ THE LEAFLET CAREFULLY
Hgn diing (Exp.):

BE XA TAM TAY TRE EM
DOC K¥ HUONG DAN SUF DUNG
TRUGC KHI DUNG

Co b sin xubt:
CONG TY DUIC PHAM VA THUONG MAI PHUONG BONG (TNHH)

TS 509, s bin 88 88 (1, cym CN Hap Linh, phutimg Hap Link, thish

phd Bc Nint, tinh Bidc Ninh, Vit Nam d%

Hop 01 lg x 100 mi Box of 01 bottle x 100 ml
Thinh philn: M § mi siro chirs: Compesition: Each & ml of syrup contans:
EBromexin hyarociond ... Smg Brombesine hydrochiaods.....................5mg
i [, DA — 1 Excipiants. - as
Indications,

P e e MIBROMZYLg@ “ """ MIBROMZYL

Plaase see the lasfiet insan

Storage

BEFORE USE

Manutacturad by:
PHUONG DONG TRADING AND PHARMACEUTICAL COMPANY (LTD)

TS 508, mag No 01, Hap Linh indusirial group, Hap Linh ward

Bat Ninh town, Bac Ninh province, Vietham ﬂ%

PHUONGDONT FHUONGDONG
PRARRA FrARMA
X\,
‘ (
100 ml !
Thanh phin: Mbi § mi siro chir: 56 1 8X (Batch No ) |
N ) |
Bromhexin hydrociond. smg igky san xubt (Wig ) |
Han ding (Exp.) |
L7 CO——
Chi dinh, cach ding, chéng chi djnh v cic theng lin khic: BE XA TAM TAY TRE EM
Kem rong s hung b i dung tube ke thea DOC KY HUONG DAN S DYNG
TRUGC KHI DUNG |
Bromhexin hydroclorid § mg |
Biko quin:
| D& noi w3 o, trdnh &ih sang, nhidt 8% kiing qud 30°C
cBNG TY VA THUONG BONG [TNHH)

Tibu chuldin: 1008
SOK( Reg Mo.):

TS 508, K bidn 0B &8 01, cum CN Hap Linh, g Hag Linn, idan

|
|
|
Co sb win ult
i Bibc N, tih Bc: Ninh, Vit N
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Thanh phin: M&i 5 ml siro chira: Tiéu chudn: TCCS

MIBROMZYL

Sire

Bromhexin hydroclorid § mg

Bromhexin hydroclorid SDK( Reg.No.):
Ta duge............ vira di
Chi djnh, cach diing, chéng chi dinh va cac théng tin khac:
Xem trong té& hudmg din sir dung thube kém theo.
DE XA TAM TAY TRE EM
Bhoquin: DOC KY HUONG DAN SU DUNG
| Dé noi kho réo, tranh anh sang, nhigt 4 khong qué 30°C. TRUGC KHI DUNG
| Cor sé sdn xuit:
e~ CONG TY DUQC PHAM VA THUONG MAI PHU'ONG BONG (TNHH)
Y TS 509, t& ban db s 01, cym CN Hap Linh, phuémg Hap Linh, thanh
X phé Béc Ninh, tinh Bic Ninh, Viét Nam.
~
/ Hép 20 6ng x 5 ml
!
|
Siro
Bromhexin hydroclorid 5 mg
£§.
=5
H
axs
x.§ €
| “a3 - CONG TY DUG'C PHAM VA THUONG MAI PHUONG BONG (TNHH)
\ s TS 508, l&r ban a8 sé 01, cym CN Hap Linh, phuémg Hap Linh, thanh
N BZT . ph Béc Ninh, inh B4c Ninh, Vigt Nam
N Loty
S Composition: Each 5 ml of syrup contains: Specification: In-house
/,//’ Bromhexine hydrochioride... .5mg
— Exciplents...................... ..Q.8
o KEEP OUT OF REACH OF CHILDREN
and other information: READ THE LEAFLET CAREFULLY
Please see the leaflet Inserl BEFORE USE
Storage:
Store in a dry place, protect from light, al temperature not
exceeding 30°C.
Manufactured by:
PHUONG DONG TRADING AND PHARMACEUTICAL COMPANY (LTD)
TS 509, map No 01, Hap Linh industrial group, Hap Linh ward,
Bac Ninh town, Bac Ninh province, Vietnam.
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Khéng duge tigm Sml

8418 8X:
HD:

Cor sé& sdn xudt: CTDP VA TM PHUONG DONG (TNHH)
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T hwéng din sir dung thuée
MIBROMZYL
.. (Bromhexin hydroclorid)
% A ; Bé\‘fa tam tay tré em
= IB{)C ky huong ddn stk dung trudce khi ding

(L *\

1. THANH PHAN CSNQ THUC THUOC

M3bi 5 ml siro chira: o

Thanh phan hoat chdt: Bromhexin hydroclorid 5 mg

Thanh phén td diege: Dung dich sorbitol 70%, natri saccharin, acid citric khan, propylen glycol,

methylparaben, propylparaben, hwong mam xdi (dang bot), nuée tinh khiét.

2. DANG BAO CHE

Siro.

M0 ta: Siro trong, khong mau, vi ngot, huong thom.

3. CHI PINH

* Diing dé diéu tr triéu ching cac bénh vé dudng hd hip lién quan dén réi loan tiét hoidic dao thai
chit nhéy:

- Viém phé quan cép, viém khi quan, viém phé quan man tinh.

- Bénh phdi téc nghén man tinh, gian phé quan.

- Viém xoang cép tinh, viém xoang man tinh.

* Dung trong bénh viém két giac mac khé (hdi chimg Sjdgren).

4. CACH DUNG, LIEU DUNG

Cach dung:

Puong udng. Dung thude sau khi an.

Liéu dung:

Doi véi quy cdch déng géi la dang éng 5 mi.

* Nguoi 16m: 15 ml (3 dng)/ 1dn x 3 14n/ ngay, dung thudc sau khi an.

* Tré em:

- Tré em trén 15 tudi: 15 ml (3 éng)/ 14n, ngay ding 3 14n, ding thudc sau khi an.

- Tré em tir 10 dén 15 tudi: 10 ml (2 6ng)/ 14n, ngay dung 3 14n, ding thudc sau khi an.
- Tré em tir 5 dén 10 tudi: 5 ml (1 éng)/ lan, ngay ding 3 lan, ding thudc sau khi an.

- Tré em tir 2 dén 5 tudi: 5 ml (1 ng)/ 14n, ngay dung 2 dén 3 1n, ding thuéc sau khi an.

1/5
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Dabi vdi quy cdch dong géi la dang lo: sir dung céc phin liéu dé chia liéu.

* Nguoi lon: 15 ml/ lan, ngay ding 3 14n, ding thudc sau khi an.

*Tré em:

- Tré em trén 15 tudi: 15 ml/ 14n, ngay ding 3 14n, dang thudc sau khi n.

- Tré em tir 10 dén 15 tudi: 10 ml/ 1an, ngay ding 3 l4n, ding thuéc sau khi an.

- Tré em tir 5 dén 10 tudi: 5 ml/ 14n, ngay diung 3 lan, diing thude sau khi in.

- Tré em tir 2 dén 5 tudi: 2 — 5 ml/ 14n, ngay ding 2 dén 3 14n, ding thudc sau khi in.

Thubc duge dung nap t6t va c6 thé sir dung trong thoi gian dai trong céc trudng hop man tinh ma
khong c6 bat ky nhuge diém nao.

O ngudi 16n, lidu t6i da cho mi 1an udng 1a 32 mg; lidu téi da hang ngay 1 96 mg.

5. CHONG CHi PINH
- Qua min cam vdi bromhexin hydroclorid hodic véi bét ky ta duge nao cua thube.

- Khéng ding cho tré em dudi 2 tudi.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

- C6 bdo cdo vé cac phan tmg da nghiém trong nhu ban do da dang, hoi chimg Steven Johnson
(SJS)/ hoai tir biéu bi nhiém doc (TEN) va ban mu toan than cp tinh (AGEP) lién quan dén viéc
sir dung bromhexin hydroclorid. Néu xuit hién céc du hiéu hoic triu chimg cau phat ban da
tién trién (d6i khi kém theo phdng rdp hodc tén thuong niém mac), cin ngimg diéu tri bing
bromhexin hydroclorid ngay 14p tirc va tim kiém 1&i khuyén tir y té.

* Cinh bdo td duoc:

- Thude nay c6 chira 1960 mg sorbitol trong m&i 5 ml. Cin xem xét tac dung hiép ddng cua cac
thudc ¢6 chira sorbitol (hodc fructose) va lugng sorbitol (hoic fructose) hip thy vao co thé. Ham
lugng sorbitol c¢6 trong cac ché phim thude udng ¢6 thé anh hudng sinh kha dung cua cua céc
san pham thudc udng khéc khi dung ddng thoi. Sorbitol c6 thé gy ra cac van dé vé duong tiéu
héa va c6 tac dung nhuén trang nhe.

- Thubc ¢6 chira methylparaben va propylparaben: ¢6 thé gay ra cac phan (g di img (c6 thé xay
ra cham).

- Thude ¢6 chira 42,0 mg propylen glycol trong méi 5 ml: néu tré em dudi 4 tuin tudi, hoi ¥ kién
bac st hodc dugc s trude khi cho tré dung thude, nhit 1a khi tré duoc cho dung cac thude khac co

chita propylen glycol hay alcol.

7. SUDUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU
Thoi ky mang thai:
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Bromhexin da duoc nhiéu phu nit mang thai va phu nif trong d6 tudi sinh dé sur dung. Khéng co
tic dung ddc hai nao duge quan sat théy d6i v&i ba me hodc thai nhi. Tuy nhién, giébng nhu moi
loai thudc khac, cin phai than trong khi dung san phém nay, dac biét la trong 3 thang diu cia
thai ky.

Thoi ky cho con bu:

Bromhexin hydroclorid c6 thé sir dung trong thdi ky cho con bu véi lidu théng thuong,

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Khong ¢6 théng tin.

9. TUONG TAC, TUONG KY CUA THUOC

* Twong tdc ciia thudc:

Khong c6 thong tin.

* Twong ky ciia thudc:

Do khéng c6 cac nghién ctru vé tinh twong ky cua thude, khong tron 1dn thude nay véi cac thube
khac.

10. TAC DUNG KHONG MONG MUON CUA THUOC

Thudc bromhexin hydroclorid duge dung nap tét, ca trong thoi gian ngén va dai han. Trong mot
sb trudng hop ngoai 18, c6 thé xay ra céc réi loan tiéu héa nhe nhu budn nén va khé tiéu. Chi &
liéu cao hon lidu diéu tri méi quan sat the’iy su tdng nhe cla transaminase.

Phan tmg ¢6 hai dugc phén loai theo hé co quan véi vide dénh gia tAn suét sir dung quy udc sau:
rét thudmg gap (> 1/10), thudmg gap (= 1/100 dén < 1/10), it gap (> 1/1.000 dén < 1/100), hiém
gap (> 1/10.000 dén < 1/1.000), rét hiém gap (< 1/10.000), khong rd tAn sudt (khong thé uée tinh
tir dir liéu c6 sén).

Ldp hé thong/ co quan Tin sudt Tdc dung khéng mong muon

Hiém gap Phan tmg qua man

’ . . Phén g phan vé bao gdbm
R loan hé théng mién dich P Y

Khong 16 tan sudt soc phan vé, pht mach va
ngira.
i Phat ban da
Hiém gap .
Me day
Réi loan da va mé dudi da Phan tmg phu nghiém trong
Khong rd tan sudt trén da (bao gém ban do da

dang, hdi chimg Stevens
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Johnson/ hoai tir biéu bi nhiém
ddc va bénh mun mu toan than

cAp tinh).

Théng bdo ngay cho bidc sy hodc dwgc sy khi gip cdc tic dung khéng mong muén nhu trén
khi sit dung thudc hogic bdo cdo cdc phan teng c6 hai ciia thudc vé Trung tam Thong tin thudc

va Theo déi phan ting cé hai ciia thuéc (ADR) Quéc Gia.

11. QUA LIEU VA CACH XU TRi

Tri¢u chirng:

Khoang diéu tri clia bromhexin hydroclorid rét 16m, chi khi dung liu cao gép 50 1an lidu didu trj
méi c6 thé gay ha huyét ap.

Xir tri:

Diéu tri triéu chimg.

12. PAC TINH DUQC LUC HQC

Nhém duge 1y: Thude tiéu nhdy va long dom.

Ma ATC: RO5CB02

Bromhexin 14 hoat chit duoc chiét xuét tir Adhatoda vasica (Nees.), mot loai ciy cia An Do.
Chét nay lam lodng dich nhdy phé quan dic va thic diy khac dom.

Bromhexin lam giam d¢ nhét cua dich tiét duong hd hdp biang céch phan manh cdc soi

mucopolysaccharid ¢6 tinh acid. Piéu nay cai thién qué trinh van chuyén chét nhdy va lam tdng

ndng d¢ khang sinh trong phé quan.

13. PAC TINH DUQC PONG HQC

Hip thu:

Khi uéng, thudc ¢6 tac dung sau khoang 30 phit. Bromhexine 12 mét chét wa béo duoc hép thu
va chuyén hoa nhanh chéng. Nong d6 t6i da trong huyét tuong dat duoc sau 1 gio.

Thai trir

Thei gian ban thai cia pha beta 1 + 1 gio. C6 mot pha gamma nhé vé6i chu ky ban ra 1a 13 gio.
Sw bai tiét chi yéu dién ra qua than (85%) du6i dang nhidu hop chit lién hop glucuro va sulfo;
lién két véi protein huyét tuong khoang 90 dén 99%.

14. QUY CACH PONG GOI
Ong 5 ml. Hop 20 éng, kém t& huéng dén sir dung.
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Ong 5 ml. Hop 30 ng, kém t& huéng dan sir dung.
Lo 60 ml. Hop 1 lo, kém t& huéng dan str dung.

Lo 100 ml. Hop 1 1o, kém t& huéng dan sir dung.

15. PIEU KIEN BAO QUAN
Pé noi kho réo, tranh anh sang, nhiét 6 khong qua 30°C.

16. HAN DUNG
Dang éng 5 ml: 36 thang ké tir ngay san xuat.
Dang 1o (60 ml va 100 ml): 36 théng ké tir ngay san xut, 15 ngay sau khi m& nép lo.

17. TIEU CHUAN CHAT LUQNG

A x 9
Tiéu chuan co so.

18. TEN, PIA CHI CUA CO SO SAN XUAT THUOC

CONG TY DUQC PHAM VA THUONG MAI PHUONG PONG - (TNHH)

DPia chi: TS 509, td ban dd sb 01, cum CN Hap Linh, phuong Hap Linh, thanh phb Béc Ninh,
tinh Béc Ninh, Viét Nam.
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