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TRACH NHIEM TRON VEN

TP. H Chi Minh, n

STORAGE : Keap in a dry place, do not store above 30°C.
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TO' HUONG DAN SU DUNG THUOC

Vién nén sui
TUFSINE 600
THANH PHAN
0T 4) (w7 T e ... 600 mg
- Taduge vira Al .....oocemmiiisnisssininnns 1 vién

(acid citric anhydrous, sodium hydrocarbonat, sodium carbonat
anhydrous, povidone k30, simethicone, aspartam, tulli frutti Sflavor,
sodium benzoal, polyethylene glycol 6000).

DANG BAO CHE

Vién nén sti
DUQC LYUCHQC
- Acetylcystein (N - Acetylcystein) |4 ddn chdt N - acetyl cia L -
cystein, mot amino - acid ty nhién. Acetylcystein dugc ding lam
thude tidu chit nhdy va thudc gidi doc khi qua lidu paracetamol.
Thuéc 1dm gidm d9 quanh ciia dbm & phdi co mit hofic khdng bing
céch tich ddi cdu ndi disulfua trong mucoprotein va tao thudn lgi dé
téng dom ra ngodi bing ho, ddn luu tu thé hojc bang phuong phép co
hoe.
- Acetylcystein ciing dugc dung tai chd dé diéu trj khong c6 nude
mit, Acetylcystein dung dé bdo vé chéng gy doc cho gan do qué lidu
paracetamol, bing céch duy trl hogic khoi phuc ndng 49 glutathion
cita gan la chét cdn thiét dé 1am bét hoat chdt chuyén hoa trung gian
cua paracetamol gy dc cho gan. Trong qua lidu paracetamol, mft
lugng 16n chét chuyén héa ndy duge tao ra vi dudmg chuyén héa
chinh (lién hop glucuronid va sulfat) tr& thanh bdo hoa. Acetylcystein
chuyén héa thanh cystein kich thich gan tdng hop glutathion va do
d6, Acetylcystein c6 thé bao vé dugc gan néu bt dgu diéu trj trong
\g}ng 12 gios sau qué lidu paracetamol. Bét déu diéu trj cang som cang
tot.
DUQC BONG HQC
- Sau khi hit qua migng hofic nhé thuéc vio khi quan, phin 16n thube
tham gia vao phan (mg sulfhydryl - disulfid, s6 con lai dugc biéu md
phéi hép thu. Sau khi uéng, Acetylcystein dugc hip thu nhanh &
dudmg tiéu héa va bj gan khir acetyl thinh cystein va sau 46 dugc
chuyén héa. Dat nong 9 dinh huyét tuong trong khoang 0,5 dén 1
gitr sau khi udng lidu 200 dén 600 mg. Kha dyng sinh hoc khi ubng
thip va c6 thé do chuyén hoa trong thanh rudt va chuyén hoa budc
ddu trong gan. DY thanh thai than c6 thé chiém 30% dj thanh thai
toan thén,
- Sau khi tiém tinh mach, nira dvi cudi trung binh 14 1,95 va 5,58 gity
tuong img vai Acetylcystein khir va Acetylcystein toan phén; sau khi
udng, nira dvi cudi ciia Acetylcystein toan phén I 6,25 giv.

CHI DJNH BIEU TR]

- Pugc ding lim thudc tiéu chét nhdy trong bénh nhdy nhét
(mucoviscidosis) (xo nang tuyén tyy), bénh 1y hd hdp c6 dom nhy
quanh nhur trong viém phé quan cAp va man, va lam sach thudng quy
trong md khf quén,

- Pugc ding [am thudc gidi doc trong qué lidu paracetamol.

LIEU LUQNG VA CACH DUNG

Céch dung:

- Ding dudng ubng. Hoa tan thuc vai % ly nudc, ubng truée hofic
sau bira &n (nén udng vao budi chiéu t6i).

Liéu lugmg:

Ngudi 16n: 1 vién/lin/ngdy.

CHONG CHi D|NH

- Tidn sir hen (nguy co phan img co thit phé quan v6i tét c céc dang
thubc chira Acetylcystein).

- Qué min vdi Acetylcystein,

- Tré <2 tudi,

THAN TRONG

- Phai gidm sét cht ch ngudi bénh c6 nguy co phét hen, néu ding
Acetylcystein cho ngudi c6 tién sir dj tmg; néu c6 co thit phé quan,
phai ding thuc phun md gian phé quén nhur salbutamol {thu(fc beta - 2
adrenergic chon loc, téc dung ngén) hoiic ipratropium (thudc khéng
muscarin) va phai ngimg Acetylcystein ngay.

- Khi diéu trj vi Acetylcystein, c6 thé xudt hign nhidu ddm loang &
phé quén, cén phai hat dé 1y ra néu ngudi bénh gidm kha ning ho.

TUONG TAC THUOC
- Acetylcystein 1a mt chét khir nén khdng phil hop véi cdc chdt oxy

- héa.
- Khong duge ding ddng thdi céc thude ho khéc hoge bét cir thube

ndo [dm gidm bai tiét phé quan trong thdi gian diéu trj bang
Acetylcystein,

TRUONG HQP CO THAI VA CHO CON BU

Thoi ky mang thai

- Didu trj qué litu paracetamol bing Acetylcystein & ngudi mang

thai cé hiéu qua va an toan, va c6 kha ning ngan chén duge djc tinh

cho gan ¢ thai nhi ciing nhu & ngudi me.

Thei ky cho con bii

- Thuéc ding an toan cho ngudi cho con bu.

TAC DUNG POI VOI KHA NANG LAI XE VA VAN HANH

MAY MOC: _—
- Do c6 thé xay ra budn ngu, nhirc ddu, 0 tai khi dung thudc nén cén L
thn trong khi 14i xe hogc diéu khién may méc. R

TAC DUNG KHONG MONG MUON (ADR)
- Acetylcystein c6 gi6i han an todn rgng. Tuy hiém gap co thit phé

quan 13 rang trong ldm sang do acetylcys-tein, nhung vén c6 thé xay i 3
ra véi tht ca cic dang thudc chira Acetylcystein. "“ﬁ
Thuomg gdp, ADR > 1/100 s
- Buén non, non. 5]

It gdp, 1/1000 < ADR < 1/100 o

- Budn ngy, nhirc dau, U tai,

- Viém miéng, chay nuéc mili nhiéu.

- Phat ban, may day.

Hiém, ADR < 1/1000

- Co thit phé quan kém phan img dang phn v§ toan thén,
- S6t, rét run.

Théng bio cho Bdc si nhitng tdc dung khdng mong rmudn
gdp phdi khi sir dung thudc

Huéng din cach xir trf ADR .

- Dung dung dich Acetylcystein pha loang c6 thé gim kha nang gdy
nén nhidu do thudc.

- Phai didu trj ngay phan img phan vé bing tiém du6i da adrenalin (0,3
-0,5 ml dung dich 1/1000 ) ther oxy 100%, dat ndi khi quan néu cén,
truyén dich tinh mach @& ting thé tich huyét tuong, hit thubc chu v
beta - adrenergic néu co thét phé quin, tiém tinh mach 500 m
hydrocortison hodic 125 mg methylprednisolon.

- C6 thé trc ché phan (mg qué mdn véi Acetylcystein bao gbm phét
héng ban toan thén, ngira, bu%n nén, ndn, chéng mit, bing ding khéng '
histamin tru6e. C6 ¥ kién cho ring qu mén 12 do co ché gid dj img trén
co s& gidi phong histamin hon 14 do nguyén nhan mién dich. Vi phén. 5" i
img %ué mén d xdy ra t6i 3% s6 ngudi tiém tinh mach Acetylcystein .@" L Q
dé didu trj qué lidu paracetamol, nén chc thy thudc cdn chi y dung"™ /&
khéng histamin dé phéng phan img do. f‘_‘/"o
QUA LIEU -

- Qué lidu Acetylcystein c6 trigu chimg twong ty nhu tri¢u ching cia

phdn v&, nhimg néing hon nhiéu: Dic bi¢t 12 giam huyét 4p. Céc trigu

chimg khéc bao gdm suy hd hép, tan méu, déng méu rdi ric ndi mach

va suy thn. Tir vong d4 xdy ra & ngudi bénh bj qua liéu Acetylcystein

trong khi dang diéu trj nhiém ddc paracetamol. Qué lidu Acetylcystein

x4y ra khi tiém truyén qué nhanh va véi lidu qué cao. Didu trj qué lidu

theo tri¢u chimg.

PONG GOI:

Ep vi xé AlwAlu, Hop 4 vix 4 vién

BAO QUAN:
Noi khd, nhigt 46 khong qua 30°C. Tranh 4nh sing

TIEU CHUAN AP DUNG:
Tiéu chudn co sd. @/
HAN DUNG: \

L

24 théng kd tir ngdy san xuét.



Siin xufit tgi:

ff-?.....- Fem CTY CO PHAN DUGC PHAM SA VI  (SaWipharm J.S.0)
e i L6 Z,01-02-03a KCN/KCX Tén Thuén, Q.7, TP.HCM
o Pién thoai : (84.8) 37700142-143-144
: (84. 4
pd xa tdm tay cita tré em. fax AL

Doc kp lurdng diin st dung tricde khi ding.
Néu cdn thém théng tin, xin hdi y kién Bdc si.

Tp. HCM, ngdy..<4...thang 04 nam 2014
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