S'-r :‘W i

TRACH ¥7HEM TRON VEN

£OWG TY CP DIAIC PHAM SAVI ( SaWipharm J.S.C)

L& Z.01-02-03a KCN/KCX Téan
BT: (08) 37700142 - 143 - 144

hugn, Q. 7, TpHOM
Fax: (08) 37@9‘51 TE

MG

MATUSN HIANFEIANN GKoYe

SaVi Broxol 30

é CUC QUAN I..Y DUCC
M ha
u n ﬂhﬁp..f___‘_ —;—Dd PHE, DL Y}_. f

{_ o 7 L‘ﬁ d_g_uma—h/i ""J.“"m%’_ ;' e b : - | K ‘, \

see 10 vien nén-sdi-e3-vi— &/

i

1) Broxol 30
2 Sawr

E-g- o Ambroxol HCI 30 mg

7

i

g P -

:

—m TRACH NuIPM TRON VEN

BAD QUAN : Noi khd, nhift 6 dutk 30°C. Trinh Soh sing. 5610 SX / Batch No. :

o€ xa 7w TAY ciia TRE B .

soc ¥ iains ol s pyRe TRC £ DOSE Ngdy 3X / Mig. Date ;

ity oy 1 T0CS Han diing / Exp. Dala
Xan doc 0 huting ailn sit dung thude SOK | Reg. Me. =

10 effervescent tablets x 3 blisters
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Ambroxol HCI 30 mg
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TO HUONG DAN SU PUNG THUOC

Vién nén sui
SAVIBROXOL 30
THANH PHAN
- AMDBIOXOUHCL o..cinisvsssssrssrassssssinsssmssnmmasssssspsrsssonsan 30 mg
- Ta duge vira 4l ....ccvvncerinninns 1 vién

(Mannitol dang bét, aspartame, citric acid khan,
povidone K30, polyethylene glycol 6000, effer soda,
sodium benzoate)

DANG BAO CHE

Vién nén sui.
DUQC LYC HQC
Amtroxol 12 mt chét chuyén héa ciia bromhexin, ¢6 tic dyng
va cdng dyng nhu bromhexin. Ambroxol dugc coi nhu ¢ tic
dung long dom va 1am tiéu chét nhdy, thye nghiém trén 14m
sang cho két qua tac dung thay d6i. Mot vai ti ligu c6 néu
ambroxol cai thién duge trigu chimg va 1am gidm sb det cip
tinh trong viém phé quén.
Céc t3i lidu méi déy cho thy, thubc c6 tac dung kha dbi véi
nguini bénh ¢6 thc nghen phdi nhe va trung binh, nhumg khong
¢6 1i fch rd rét cho nhiing ngudi bj bénh phdi tc nghén ning.
Khi dung ambroxol ciing ¢6 tic dung tot dbi v6i ngudi bénh
i protein phé nang ma khong chju rira phé quan.
DUQC PONG HQC
Hép thy : Ambroxol hép thy nhanh va gén nhu hoan toan v6i
lide didu tri. Ndng d¢ tdi da trong huyét tuong dat dugc trong
vong 0,5 — 3 gidr sau khi ding thubc. Thube lién két voi
protein huyét tuong x4p xi 90%
Phdn bé: Ambroxol khuyéch tin nhanh tir mdu dén mé véi
nbng d9 thudc cao nhét trong phdi. Thoi gian ban thai trong
huyét trong tir 7 — 12 gid.
Thai trir : khoang 30 % liéu ung dugc thai qua vong hép thu
dAu tién. Ambroxol duge chuyén hoa chi yéu & gan. Téng
lugng bai tiét qua than xAp xi 90%.

DU LIEU AN TOAN TIEN LAM SANG

Ambroxol HCl ¢6 chi sdthdp dbi véidoc tinh cip tinh.
Trong nghién ciru lidu 1ip lai, cho udng véilidu 150 mg
/kg/ ngay (chudt nhit, 4 tudn), 50 mg /kg/ ngdy (chudt
cbng, 52 va 78 tudn), 40 mg/ kg / ngdy (thd, 26 tudn) va
10 mg / kg / ngdy (ch, 52 tuln) khing quan sdt thdy micc d¢
tde dung phu. Khong c6 co quan myc tiéu no thé hién bj
doc tinh duge phat hién. Nhitng nghién ciru dgc tinh 4
tudn tiém tinh mach  v&i ambroxol hydrochloride &
chudt cbng (4, 16 va 64 mg/ kg / ngdy) va & ché (45, 90 va
120 mg /kg/ ngdy (tiém truyén 3h/day)) cho thdy khong
c6 déc tinh tai chd hoic dbc tinh toan thén nghiém
trong ndo, bao gdm cimé bénh hoc. T4t ca cée tic dung
phy hdi phyc.

Ambroxol HC| khéng gy dc trén phdi va ciing khong gy
qudi thai khi thir nghi¢m & liéu ubng t6i da 3000 mg / kg /
ngdy & chudt cbng va 200 mg /kg/ ngly & tho. Céckha
ning sinh san cia chudt dyc va ci khdng bj anh hudng khi
ding dén lidu dén 500 mg/ kg /ngdy. Lidu ubng trong cc
nghién ciru phét trién gin ngdy sinh va sau khi sinh ¢6 mire
dg tde dung phy khéng quan sdt duge 14 50 mg / kg / ngdy.

§ lidu 500 ngdy / mg/ kg, ambroxol hydrochloride hoi dgc
hai cho chudt me va chuft con, thé hién béi sy chdm phat
trién thé trong va giam kich thuéc.

Nghién ciu vé& djc tinh gen in vitro (thir nghiém Ames va
quang sainhifm sic thé) vdin vivo (thir nghiém vi
nhan chuét nhét) khong cho théy bit ky nguy co tidm 4n gay
dot bién ndo cila ambroxol HCI. Trong céc nghién ciru gay
b 16u ung thw Ambroxol HCI khéng cho théy bat ky tiém n
gy ung thu ndo & chut nhat (50, 200 va 800mg / kg / ngdy)
va chudt cong (65, 250 va 1000 mg / kg / ngay) khi sir dung
chung v6i hdn hep thirc an trong 105 va 116 tudn, twong
ung.

CHI PINH PIEU TR]

La thubc tidu chit nhdy dudmg hé hip, ding trong céc
trudmg hop :

- Céc bénh cAp vA mén tinh & dudmg hd hip c6 kém ting tiét
dich phé quin khong binh thudng, dic biét trong dot clp cia
viém phé quan man, hen phé quan, viém phé quén dang hen.

- Céc bénh nhan sau md va cép ctru dé phdng céc bién chimg
& phdi.

LIEU LUQNG VA CACH DUNG

Cadch ding:
- Thudmg diing dudng ubng.
Hoa tan 1 vién trong khoang 50ml n:réc va ubng ngay khi
thubc d tan hoan todn.
- Ubng thubc sau khi an.

Liéu legmg:
- Ngubi 16n va tré em trén 10 tudi : 30mg (1 vién)/ln, 3
lin/ngay. Sau d6 2 1dn/ngdy néu ding kéo dai.
Ho#c theo chi dén clia Thdy thudc.

CHONG CHI PINH

- Ngurdsi bénh da biét qua mén véi ambroxol

- Loét da day t4 trang tién trién

- Nguoi bénh thiéu hyt glucose-6-phosphat dehydrogenase
- Ngudi bj phenylcetone-nigu

- Ngudi #n kiéng mubi (cao huyét 4p)

CANH BAO VA THAN TRONG KHI SU DUNG

Cin chii y v6i ngudi b loét dudmg tiéu héa va céc trudng hop
ho ra méu, vl ambroxol c6 thé 1am tan céc cyc ddng fibrin va
Jam xuét huyét trés k.

Thén trong st dung cho ngudi bj suy thén hofic gan ning.
Thubc duge chuyén héa ¢ gan va bai tiét theo dudmg thén, néu
bi suy than ning thi cic chét chuyén héa cia thube s& tich ty
tai gan.

Ngudi bi phenyicetone-nigu (nghia 12 thiéu hyut gen x4c dinh
tinh trang cla phenylalanine hydroxylase) va ngudi phai han
ché lugng phenylalanine dua vao co thé phai duge canh béo
1a ché phém ndy c6 chira aspartam, s& chuyén héa trong da
day — ruft thanh phenyl- alanine sau khi ubng.

TUONG TAC VOI CAC THUOC KHAC, CAC DANG
TUONG TAC KHAC

Ding ambroxol véi khing sinh (amoxyeilin, cefuroxim,
erythromy- cin, docyxyclin) lam tang ndng & khéng sinh




trong nhu md phdi. Chua c6 bo céo vé tuong téc bit loi véi
céc thube khac trén 14m sang.
TRUONG HQP CO THAI VA CHO CON BU

Thoi ky mang thai
Chura c6 tai liéu néi dén tac dung xAu khi ding thudc trong lic
mang thai. Dil sao ciing cin thin trong khi ding thudc nay
trong 3 thang dAu cia thai ky.

Thai kp cho con bu
Chua c6 thong tin v& ndng d¢ ambroxol ciing nhu bromhexin
trong sifa.
TAC DUNG POI VOI KHA NANG LAI XE VA VAN
HANH MAY MOC

Khéng cé tic dong.

Théng bdo cho Bdc s nhitng tdc dung khong mong mudn
gdip phai khi si dung thudc

TAC DUNG KHONG MONG MUON (ADR)

Thudmg gdp, ADR> 1/100

- Tiéu héa : tai bién nhe, chii yéu sau khi tiém nhu ¢ néng,
khé tiéu, d6i khi budn nén, nén.

It gép, 1/1000 < ADR < 1/100

- Djtmg : chi yéu phét ban.

Hiém gdp, ADR < 1/1000

- Phin tmg kiéu phan vé cfp tinh, ning, nhung chwa chéic
chin 13 ¢6 lién quan dén ambroxol, migng khd va ting céc
transaminase.

HUONG DAN CACH XU LY ADR

PHO CuC TRUANG

Jl;?’%é’% Vin 6and,

Ngung didu trj néu cln thiét.

QUA LIEU

Chua 6 bso céo v& triéu chimg qué lidu trén ngudi. Néu xdy
ra, cAn didu trj triéu chimg.

PONG GOI1 :

Hép 3 vixé; vi 10 vién

BAO QUAN:

Noi kh, nhiét d6 khong qua 30°C. Tranh énh sdng
TIEU CHUAN AP DUNG :

Tiéu chufn co sd.

HAN DUNG :

24 théng ké tir ngay san xuéit.
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TRACH NHIEM TRON VEN

Dé xa tdm tay ciia tré em.
ch cg huwdng din sic dung trwde khi ding.
thém thong tin, xin hi § kién Bdc si.

Sin xuit toi: -
CTY CO PHAN DUQC PHAM SA VI (SaWipharm J.S.C)
Ld Z.01-02-03a KCN/KCX Tén Thugn, Q.7, TP.HCM
Diénthoai  :(84.8)37700142-143-144
Fax : (84.8) 37700145

Tp. HCM, ngdy ¢4 théng 03 nim 2013
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