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JIET KE HQP VA NHAN CHAI SIRO TRABROXIN
(Hop 1 chai x 30 ml)
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TraBROXIN

Bromhexin hydrochlorid 0,08%

 LONG BAM
™ GiAMHO

Hép 1 cha

Traphaco”

TraBROXIN

Bromhexin hydrochlorid 0,08%

THANH PHAN:

Méi chai 30 mi chita:

Bromhexin hydroclorid...0,.08% (ki/tt)
viia dd

CHI BINH:

Lam loang ddm trong cdc bénh
phé qudn phdi cdp va man tinh cé
kém theo sy fi6t chdt nhay bat
thuding vé sy vén chuydn chdl
nhay bi suy yéu,

LIEU DUNG - CACH DUNG:
- Ngudi In va 1ré trén 12 tudi:
10 mi/lan x 3 lan/ngdy.
- Tré irén 6 tudi dén 12 tudi:
"5 mifidan x 3 lan/ngay.
- Tré tif 2 tudi dén 6 tudi:
2,5 mifidn x 3 ldn/ngdy.
- Tré dudi 2 tudk
1.25 mifidn x 3 1&n/ngdy.
Nén s dung coc dong lidu dugc
cung cép dé chia liéu.
Cé thé udng Trabroxin clng hodc
khong cung thic an.
(e thém 18 hudng ddin s dung),

“Chai thuéc da md
khéng ding qud 1 thdng"

MAU NHAN CHAI

p
(" THANH PHAN: M3i chal 30 mi chia:
DL0E% (/1)

| Lam logng ddm teng cac bénh
ohi qudn phdl cdp va man finh
c6 kém theo sy fiét chdt nndy bl
thudrg vé sy van chuydn chat
nhiry bl sy yéu.
CHOMG CHI BINH VA CAC THONG TIN
KHAC: fxam 1 futing adn 3 ciurg)
BAO QUAN:
Nai ke 180, nhigt 48 khéing qua

30 °C. teanh ainh séng
TEU CHUKN: TCCS.

Bl @

TraBROXIN

Bromhexin hydrochlorid 0,08%

™ LONG BOM
™ GiAM HO

Hop 1 ch

Traphaco”

Tra@_RQXIN

Bromhexin hydrochlorid 0,08%

CHONG CHI BINH VA CAC THONG
TIN KHAC:

(Xem t& hudng ddn s dung)
BAO QUAN:

Nai kho rao, nhigt dé khoéng qua
30°C. frénh Gnh sang.

TIEU CHUAN: TCCS.

BE XA TAM TAY TRE EM.
POC KY HUONG DAN SU DUNG
TRUGIC KHI DUNG.

SPK:
L6 SX:
NSX:
HD:

Vitriin
- A -
ma s0 ma vach

Sdn phdm cla:
CONG TY CO PHAN TRAPHACO
75 Yé&n Ninh - Ba Binh - Ha Ngi
Pign thogi lién hé: 18006612
San xudt tai:
CONG TY TNHH TRAPHACO HUNG YEN

Thén Binh Luong - Xa Tan Quang -
Huyén Van Lam - Tihh Hung Yén

. UEU DUNG - CACH DUNG:
- Ngudi idn va ié trén 12 fudk:
10 mifidn x 3 in/ngay
TI'GBROX|N - Tré trén & hudl dén 12 husi:
R 5mifihn x 3 1n/ngay.
Bromhexin hydrochlorid 0,08% - Tré hr 2 bl ddin & ubic
T 2.5 mifdn x 3 n/ngdy
# LoNG BOM b

H GiAdM HO

Traphaco™

128 mifdn x 3 ningay.
NN sl ding coc dong By ougc
cung cap oé chio idu,
Co thd uding lrabroxin cung nodc
khing clng thic an .
(wem thém #3 hudng odn st dung). &

¥ THHH TRAPHACO HUNG YEN

L& 5x
]

Ngudi trinh bay: Thiiy
Nguai kiem tra: Hanh
Ngay kiém tra: 31/08/2023
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TraBROXIN

Bromhexin hydrochlorid 0,08%

™ LONG BOM

& GlAM Ho

Hop 1 chai 60 ml

Traphaco®
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IET KE HQP VA NHAN CHAI SIRO TRABROXIN
(Hop 1 chai x 60 ml)

cO'PHAN )™

TRAPHACO /]

& = -
TraBROXIN m TraBROXIN
Bromhexin hydrochlorid 0,08% Bromhexin hydrochlorid 0,08%

THANH PHAN: CHONG CHI BINH VA CAC THONG
Mdi chai 60 mi chdo: Tra B ROXI N TIN KHAC:

Bromhexin hydroclond...0.08% (ki/t) (Xemn 1& hudng ddn sd dung)
7o 1= T " — vita dd

Bromhexin hydrochlorid 0,08% BAOQUAN:

CHI PINH: Noi khé réo, nhigt 48 khéng qudé
Lam loang ddm frong cac bénh 30°C, trénh anh sang.

phé quan phdi cép va man tinh cé

kém fheo sy 1ié1 chat nhay bat # LONG BOM TIEU CHUAN: TCCS
thudng va sy wan chuyén chat e -
nhéry bi suy y8u, & GlAM HO BE XA TAM TAY TRE EM.

. . BOC KY HUGNG DAN SUf DUNG
UEU DUNG - CACH DUNG: TRUGC KHI DUNG.
- Ngudsi In va fré trén 12 tudi:
10 mifiéan x 3 lan/ngay.
- Trd trén 6 tudi dén 12 tudi:
5 mijén x 3 1dn/ngay.
- Tré tir 2 tudi d&n 6 tudi:
2.5 mipan x 3 kan/ngay.
- Tré dudi 2 fudi:
1.25 milfidin x 3 Kan/ngdy.
Nén s dung cc dong #éu duge
cung ctp dé chia lidu.
Co thé ubng Trabroxin cung hodc
khong cung thdc an.
(xem thérmn 1 hudng adn s dung).

SPK:
LO SX:
NSX:
HD:

Vitriin
ma so6 ma vach

$dn phdm cla: |
H6p 1 cha \ CONG TY CO PHAN TRAPHACO |
75 Yén Ninh - Ba Binh - Ha N&I
Dién thogi lién hé: 18006612
San xudt fal |
CONG TY TNHH TRAPHACO HUNG YEN
Thén Binh Ludng - Xa Tan Quang - |
Huyén Yan Lam - Tinh Hung Yén

“Chai thudc da md
khéng ding qud 1 thang”

Traphaco”

MAU NHAN CHAI

THANH PHAN: M) char 60 mil chila

UEU DUNG - CACH DUNG:

Bromhaxin hydroclond..., 0.08% 4/t - Niguedi Ian va ind én 12 fudi
Ta duge . e A 10 mifdn x 3 ningay
CHI BINH: TI'GBROXlN - Trd tribn & tadi A6 12 tudi:

Lam lodng ddm tong cac bénh e e 5 mifidn x 3 14n/ngay.
phE qudn phd| cdp va man finh Bromhexin hydrochlond 0.08% - Tré 11 2 tudli déin & tudl:
o kim theo s HETchadl nhdy bal 2.5 mifMdn x 3 K
thuding va sy van chuyén chal 1 LONG BOM SR TR R Ry
i il - Tré cul 2 i

CHONG CHI BINH VA CAC THONG TN

# GIAM HO

1.25 mifidn ¥ 3 Wn/ngdry.

eSSl S gt ™ Nén sl dyung coc dong by dugc
cung cfp 98 chio u

BAO QUAN: . Ci thé uing Tratroun cung hode
Nl khé o, nhig! o6 khang aud Khong cung thic an

30 "C. trainh dnh sdng
TIEY CHUAN: TCCS.

Traphaco®

L& 53

e hehm 1Y huding ddn sd dung)

SPK:

G TY TNHH TRAPHACO HUNG YEN

Ngudi trinh bay: Thiy
Ngudni kiem tra: Hanh
Ngay kiém tra: 31/08/2023
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TraBROXIN

Bromhexin hydrochlorid 0,08%

Bromhexin hwdrochlorid 0,08%

THANH PHAN:

Mdi chal 100 mi chia:

Bromhexin hydroclond...0.08% (ki/t)
T SO ciavieiiisssssniosasnnsarinas vila dd

CHI BINH:
Lam lodng ddm trong cac bénh
phé gudn phdi cdp va man tinh co

TraBROXIN

Bromhexin hydrochlorid 0,08%

h TraBROXIN

Bromhexin hydrochlorid 0,08%

CHONG CHI BINH VA CAC THONG TIN
KHAC:
(Xem 1 hudng adn s dung)

BAO QUAN:
Mol khé rdo, nhigt dé khdng qua
30°C. tréinh énh sang,

MAU THIET KE HOP VA NHAN CHAI SIRO TRABROXIN
(Hop 1 chai x 100 ml)

 LONG BOM kém theo s tiét chdt nhay bat ¥ LoNG BOM TIEU CHUAN: TCCS
™ clAMHO nhay bi suy yéu. ¥ GlAM HO BE XA TAM TAY TRE EM.

BOC KY HUONG DAN sU DUNG

|
‘ thuding va sy wan chuyén chat |
TRUGC KHI DUNG.

UEU DUNG - CACH DUNG:
- Ngudi I8n va tré trén 12 tudi:
10 milfiéGn x 3 1an/ngay.

- Tt trén 6 tudl dén 12 hudi: SBK:
Smifdn x 3 lan/ingay. L6 5X:
- Tré tir 2 tudi dén & tudi: NSX:
2.5mlfidn x 3 1dn/ngay. HD:
- Tré dudi 2 tudi:
1.25 mi/idn % 3 1an/ngdy.

Merad g oo dorg M e Vi triin
cung cGp dé chia ku. I ot

C6 thé uding Trabroxin cung hodc ma soO ma vach
khéng cung thilc an. L ——
(wern thém t& hudng ddin st dung). Sdn phdm cla:

i 100 mi CONGTY CO PHAN TRAPHACO

75 ¥én Ninh - Ba Binh - Hé Néi
Bign thogi lién hé: 18006612
5dn xudt tgi
CONG TY TNHH TRAPHACO HUNG YEN
Thén Binh Ludng - Xa Tan Quang -
Huyén Van Lam - Tinh Hung Yén

Traphaco® Traphaco”

"Chai thudc da md
khdng ding qué | thang”

MAU NHAN CHAI
( _ PHA o )
THANH PHAN: “ uéU DUNG - CACH DUNG:
Md3i chai 100 mi chia: - Ngudhi Idn va tré trén 12 hudic
Bromhexin hydroclond...0.08% (ki) 10 mifidn x 3 lan/ngay.
T OUGIC ivrmunssnssssmasmisssssnnasss wvua du - Tré trén & hudi dén 12 tudic
CHI BINH: TI'GBROX'N * zmg?'m“';;'a‘d"’m\’-
Lam lodng Adm fong cdc bénh - T a5 nlfld "3 4 [
phé qudn phdi cdp va magn finh Bromhexin hydrochlorid 0,08% Mm nx 3 lan/ngay. [
6 kém theo sy 16t chat nhay bat '“‘m"‘ms:_mah —
thudng va sy van chuydn chdat 3 : x ngay.
nhay b suy y&u. & LoNG pOM Nen sif dyng c6c dong Mu duge |
cHonG CHDpsVACAC IoNG T ] CAMHO “&?&?&‘?S&“ nghose |
rabroxin cung c
KHAC: (Xam 13 huding adn sif dung) khding cung thde an.
| BAoauin: f' (xem thém '& hudng adn sl dung).
Nal khé rdo. nhigt do khdng qua A .
30 °C. tréinh Gnh sang. SBK:
P L& SX:
TIEU CHUAN: TCCS it

Traphaco”

CONG TY TNHH TRAPHACO HUNG YEN Ngl.ﬂ‘}‘i h‘iph ba}": Thu}
Neudai kiem tra: Hanh
Ngiy kiém tra: 31/08/2023




Traphaco” Hé so dang ky Trabroxin

Siro
TRABROXIN

Bromhexin hydroclorid 0,08%
Dé xa tim tay tré em
DPoc kj hwéng din siv dung truwée khi diing

QUI CACH PONG GOI: Hop 1 chai x 30 ml, 60 ml, 100 ml.
DANG BAO CHE: Siro
M& ta: Chat 1ong sanh, trong, mau hong cam dén do cam, khong ¢6 cin va vt la. Kém

coc dong chia vach.

THANH PHAN:
Thanh phdn hoat chit:
Bromhexin hydroclorid 0,08% (kl/tt)
Thanh phan td dwoc:
Glycerin, Propylen glycol, Acid tartaric, Dinatri edetat, vura du

Sorbitol, Sucralose, Polydextrose, Na CMC, Huong dau,
Do ponceau, Natri benzoat, Nudc tinh khiét
NHOM DUQC LY: Thubc long dom khéng bao gém dang phéi hop véi cac thude
chéng ho.
Mi ATC: ROSCB02
CHI DINH:
Lam lodng dom trong cac bénh phé quan phéi cdp va man tinh c¢é kém theo su tiét chat
nhay bét thudong va su vin chuyén chét nhay bi suy yéu.
LIEU DUNG- CACH DUNG:
- Nguoi 16n va tré trén 12 tudi: 10 ml/lan x 3 lan/ngay.
- Tré trén 6 tudi dén 12 tudi: S ml/lan x 3 lan/ngay.
- Tré tir2 tudi dén 6 tudi: 2,5 ml/lan x 3 lan/ngay.
- Tré dudi 2 tudi: 1,25 ml/lan x 3 ln/ngay.
Nén sir dung coc dong lidu duge cung cip dé chia liéu.
C6 thé ubng Trabroxin cung hodc khong ciing thirc dn.
Can thong béo trude cho bénh nhan duge diéu tri bing Trabroxin vé kha ning gia ting
lugng chat tiét.
Tong liéu hang ngay dupc khuyén cdo
Tré dudi 2 tudi: 5 ml/ngay
Tré tir 2 dén 6 tudi: 10 ml/ngay
Tré trén 6 tudi dén 12 tudi: 15 ml/ngay
Nguoi lon va tré em trén 12 tubi: 30 ml/ngay

12




TI'CIphCIC O"’ Ho so déing ky Trabroxin

Liéu tdi da hang ngay dwoe khuyén cdo

C6 thé can sir dung liéu ti da hang ngay khi bét dau diéu trj nhung khong nén vuot

qua hai lin lidu hang ngay khuyén céo cho ngudi 16n va tré em.

Thoi gian diéu tri

Trong chi dinh cho bénh hé hip cép tinh, nén hoi y kién bac sy néu triéu chimg khong

cai thién sau 4-5 ngay hodc xau di trong thoi gian diéu tri.

Thoi gian diéu tri Trabroxin khong qua 8-10 ngay néu khong héi ¥ kién bac sy.

Théng tin thém cho déi tugng bénh nhan dic biét

Trabroxin khong chira duong do dé phu hop cho bénh nhén déi thao duong va tré nho.

CHONG CHI PINH:

Min cam véi bat ctr thanh phan nao cua thude
Bénh nhan méc bénh ly di truyén hiém gip c6 thé khong tuong thich voi mét ta
duoc cua thube.

CANH BAO VA THAN TRONG:

- C6 rat it bao cdo ton thuong da nghiém trong nhu hdi chimg Stevens-Johnson va
hoai tir biéu bi nhiém doc (toxic epidermal necrolysis-TEN) tam thdi lién quan dén
viéce str dung thude long dom nhur bromhexin hydrochlorid. Hau hét cac truong hop
duge ly gidi 1a do mirc do nghiém trong ctia bénh 1y ma bénh nhan dang mic phai
va/hoic thude dung cing. Hon nira trong giai doan sém cua hdi chimg Stevens-
Johnson hogc TEN, trudc tién bénh nhan cd tién triéu chimg gidng cim khong dic
hiéu nhu sot, dau nhire nguoi, viém miii, ho va dau hong. Do bi ldm boi céc tién
tri¢u chimg gidng cum khong dic hiéu nay ma ngudi ta c6 thé bit dau diéu tr triéu
chimg bang thudc ho va cam. Do dé, néu xuat hién mot vai ton thuvong mdi trén da
hodc niém mac thi nén di kham béc sy ngay va ngimg diéu tri bing bromhexin.

- Nén than trong khi st dung dong thdi Trabroxin va céc thude e ché ho dé tranh
tich tu cac chit tiét do su suy giam phan xa ho va két hop nay chi nén sur dung sau
khi danh gia lgi ich - nguy co.

- Str dung thén trong ¢ nhitng bénh nhan loét da day.

- St dung thén trong ¢ nhitng bénh nhan hen vi bromhexin cé thé gay co théit phé
quan & mot s6 ngudi man cam.

- Phai hét strc than trong khi str dung Trabroxin & nhitng bénh nhan suy than hoac
suy gan nang.

- O nhiing bénh nhan suy than ning, tich Iy céc chat chuyén hoa cua bromhexin
hinh thanh tai gan c6 thé xay ra.

- Sur dung thén trong ¢ bénh nhan la nguoi cao tudi, suy nhugc hodc qua yéu ma
khong ¢6 kha nang khac dom.

% Lién quan dén cic td duoc:

- San pham chira Sorbitol ¢6 thé gay kho chiu dudng tiéu héa va ¢6 tac dung nhuén

trang nhe.

- San pham c6 chira Do ponceau cé thé gay phan tng di (rng.

13



TI'CI phaco"’ Ho so déing ky Trabroxin

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

Thai ky
Dir liéu str dung bromhexin cho phy nit mang thai con gidi han.

Nhitng nghién ctru tién 1am sang trén dong vat khéng cho théy tac dung gay hai
truc tiép hodc gian tiép lién quan dén doc tinh sinh san.
Nén than trong bing cach trinh sir dung Trabroxin trong thoi ky mang thai.

Cho con bu
Chua 16 liéu bromhexin/cac chit chuyén héa c6 duoc tiét vao sita ngudi me hay
khong.

Dir liéu co san vé duge lue hoc/doe tinh trong cac nghién cuu tién lam sang cho
thé‘iy ¢6 su bai tiét ctia bromhexin/céc chét chuyén hoa vao sira me.

Khéng thé loai trir nguy co dbi véi tré b me.

Khong nén ding Trabroxin trong thoi gian cho con bu.

Kha nang sinh san
Chua tién hianh nghién ctru anh huong cua Trabroxin dén kha ning sinh san &
nguoi.

Dua trén kinh nghiém tién ldm sang, khong ¢ dau hiéu cho thiy bromhexin c6 thé
tac dong dén kha ning sinh san.

TUONG TAC, TUONG KY THUOC:

- Chua thdy c¢6 bao cao vé twong tac bat loi voi cac thube khic vé mit lam sang
ching han nhu ampicillin, oxytetracyclin hay erythromycin.

- Chua tién hanh nghién ctu vé tuong tac thudc véi cac thude chbng déng dudng
udng hay digoxin.

- Nén than trong khi st dung déng thoi Trabroxin va céc thude tre ché ho dé tranh
tich tu céc chét tiét do su suy giam phan xa ho va két hop nay chi nén sir dung sau
khi danh gia loi ich - nguy co (xem muc Canh bao va than trong)

- Tranh sir dung bomhexin véi cac thuée lam giam tiét dich nhu céc thude kiéu
atropin.

- Str dung phdi hop bromhexin véi cac khang sinh lam tang néng do khang sinh vao
mé phéi va phé quan; do vdy, thube duoe sir dung két hop véi khéng sinh trong
diéu tri nhidém khuan duong ho hap.

ANH HUONG PEN KHA NANG LAI XE VA VAN HANH MAY MOC:

Chua nghién ctru anh huong ctia Trabroxin dén kha ning lai xe va van hanh may
maoc.

TAC DUNG KHONG MONG MUON CUA THUOC:

R6i loan hé mién dich
Hiém (>1/10.000 dén <1/1.000): qua man
Khong biét (khéng thé wéc lwong tir div liéu sén ¢é): sbe phan vé, phan mg phan
Ve

R6i loan hé hé hip, ngue va trung thit

14



Traphaco” Ho so ding ky Trabroxin

Khéng biét (khong thé wée leong tie div liéu san ¢é): co thit phé quan
Roi loan da day rudt
Khéng phé bién (>1/1.000 dén < 1/100): budn ndn, ndn, tiéu chay va dau bung
trén.
Réi loan da va mé duwéi da
Hiém (> /10000 dén < 1/1000): phat ban
Khong biét (khéng thé wée heong tir div liéu sén ¢6): phit mach, may day, ngira.
Thong bio cho bdc sy hogc dugc sy biét nhitng phén teng cé hai gdp phai khi ding
thuéc.
QUA LIEU VA CACH XU TRi:
Cho dén nay chua ghi nhan cac triéu chirng dac hi¢u do qua lidu & nguoi.
Dua trén céc bdo céo vé qua lidu mét cach tinh c& va/hoac dung thude sai, cac triéu
ching quan sat thdy phu hop véi cac tac dung khong mong mudn da biét cua
Trabroxin tai liéu khuyén cdo va c6 thé cin diéu tri triéu ching.
BAO QUAN: Noi kho réo, nhiét d¢ khong qua 30 °C, tranh anh séng.
HAN DUNG: 24 thang ké tir ngay san xuét.
I thang sau khi mé nép.
TIEU CHUAN: TCCS.

Sin phim ciia: CONG TY CO PHAN TRAPHACO
75 Yén Ninh - Ba Dinh - Ha Noi
Dién thoai lién hé: 18006612
Sin xuit tai: CONG TY TNHH TRAPHACO HUNG YEN
Thon Binh Luong - Xa Tan Quang - Huyén Van Lam - Tinh Hung Yén

Nguoi soan thao: Nga
Nguoi kiém tra: Hanh
Ngay kiém tra: 14/08/2023
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