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san xudt tai:
couc rv ittxx sANoFl-AvENTls vlET NAM

1 23 Nguy6n Khodi, Q4, Tp. Hd Chi Minh, Vi6t Nam

Theo hop tl6ng v6i:
cot.te rV cpoF slNoFt-sYNTHELABo vlET NAM
1o Ham Nghi, Quan 1,Tp. H6 Chi Minh,Vi6t Nam

SOK / Reg.:

@
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Acetylcysteine 200 mg

Thu6c long ilim

COMPOSITION:
Acetylcysteine....... ....200 mg
Excipients q.s......... .............1 g

lndications, administration,
contraindications and other information:
see the package insert

. Store in dry place, at temperature below 3oo(
o Keep out of reach of children
. Read carefully the package insert before use
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Manufactured by:
SANOFI-AVENTIS VIETNAM Co.Ltd.
I 23 Nguyen Khoai, District 4, Ho Chi Minh City, Vietnam

Under contract with:
SANOFFSYNTHELABO VIETNAM PHARMACEUTICAI. SHAREHOLDING COMPANY

lO Ham Nghi, District 1, Ho Chi Minh City,Vietnam
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-TrE em 2 d6n 7 tu6i: I qoil l6n, nqiy 2 lin

Hda tan thu6c trong ntila ly nUdc.
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AGEMUG@
Acetylcysteine 200 mg

Thu6c c6m

DgC KY Hr.pONG DAN Sr.P DUNG TRryOc KHI DUNG.
DE xA TAM TAY TRE EM.
THONG BAO NGAY CxO eAC Si HoAG Dt/oc si NuIrNc rAc oul,Ic KHONG MoNG MUON GAP
PHAI KHr sr./ DUNG THUOc.

THANH PHAN, HAM Lr./oNG cuA rxu6c:
Cho'1 g6i:
Acetylcysteine ................ 200 mg
T6 duEc vua d0: aspartame, huong cam, Yellow color No.6, lactose monohydrate

uO TA SAN PHAM:
Thu6c c6m, thodng mti cam, vi nggt, tan trong nu0c.

QUY CACH DONG GOI:
HQp 30 g6i, g6i 1 g

qHAN 1: HUONG OAN SU DUNG THUOC CHO BENH NHAN

rHUoC DUNG CHO BENH Gi
Acemuc 200 mg tluEc dtng 06 tieu chAt nhiy trong bQnh hO h5p co dim nhAy qudnh nhu trong vi6m ph6
quin c5p vd man tinh. Thu6c t6c dQng bdng c6ch ldm cho ddrm lodng hcrn gi[p ho khac tliim dE ddrng
hon.

NEN DUNG THUOc NAy NHU rHE NAo vA LrEu Lt/gNG
Dung duong u6ng. Hoa tan thu6c trong nt}a ly nudc vir u5ng ngay.
Nguoi lcyn vi tr6 em tr6n 7 tu6i: 1 goi/lin, ngdry 3 lin
T16 em lU 2- 7 tu6i: 1 g6i/15n, ng?ry 2 lin
Thoi gian dir3u tr! phu thuOc vdo benh s& vi clQ ning c0a bQnh, thOng thuong la 5 - 10 ngiry trong giai
Cloqn cip. Trong truong hEp b6nh hO hip man tinh vir dr)ng thu6c keo diri cin tudn theo chi d5n cia b5c
si.
Trong thoi gian di6u tr!, u6ng nhi€u nu0c giUp h6 trE t6c dung ti6u dirm crla acetylcysteine.

KHI NAO KHONG NEN DUNG THUOC NAY
KhOng dung Acemuc 200 mg khi nguoi bdnh:
- B! benh ditruyOn phenylceton niQu

- C6 ti6n s& hen
- Bi qud m5n voi acetylcysteine, cdc chSt co c6u trric hoa hgc tuong ty kh6c, hoic b5t cu thdrnh phin
niro c0a thu6c
T16 em dvoi24 th6ng tu6i

TAc DUNG KHONG MoNG MUON
Gi6ng nhu moi loai thu6c khic, thu6c nay c6 th6 g6y t6c dung kh6ng mong mu6n tr6n mgts6 nguoi._Hdy
ngurig dung thu6c vd li6n hQ ngay vdi bdc si neu xdy ra tdc dqng khong mong mu6n r6t niem sau (xiy ra

duoi 1 trong 10.000 ngucri):
- phin Ong di ung nang, d'e Oqa tinh mqng. Diu hiQu ndy co th6 bao gdm: phdt ban, kh6 nu6t, tn6 tnd,
phu n6 vtng m6i, mat, c6 hgng hoqc lu0i.
- xuit huy6t nhi6u
- da xuSt hi€n n6t b6ng giOp, xu6t huyCt, tr6c vdy, hoic cdc mdng bong nuoc.
Thuong gdp @6 thl xdy ra tr1n 1 trong 100 nguoi): Bu6n n6n, ndn; D6 bung, pht, tim d?p nhanh. y/
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ft gap @o thi xdy ra tr1n 1 trong 1.000 ngvoi): Ting m5n cdm; ti6u chdy, vi6m miQng, tlau bung; ha huy6t
6p; Nhuc tliu, 0 tai; Chdy nu0c m[i nhi6u, ran ng6y; Ph6t ban, miry.day,.phr) m4ch, ngua; S6t.
Hi€m gdp @6 the xdy ra duoi 1 trong 1.000 nguoi): Kh6 ti6u; Co thSt ph6 qudn, kh6 thd; Phin ung dang
phdn vQ todn thAn, r6t run.
ThOng b6o cho bdc sT, duEc sT c6c tdc dqng khOng mong mudn gQp phdi khi stl dUng thu6c.

NEN TRANH DUNG NHCING THUOc HoAc rHr,pc eHAM ci xxrDANG sr./ DUNG THUOc NAy
H6y th6ng bdo cho bic sT hoic duqc sI n6u dang dtng, gin ddy c6 dtng hoic co th6 dr)ng bet ky thu6c
ndo khic:
- Thu6c di6u tri ho (vi drJ xi-r6 ho)
- Than hoat tinh, dirng d6 tli6u tri ngQ dOc
- Thu6c kh6ng sinh d6 diOu tri nhi6m trUng. Luu f khi sir dung cung voi kh6ng sinh, n6n dung khdng sinh
u6ng it nnAtZ gio truoc hoic sau khi u6ng acetylcysteine.
- Thu6c cli6u tr! tlau thit ngyc
Acetylcysteine la mOt chAt kh0 n6n tuong ky h6a hoc vcyi ch6t oxy.-hoa. Acetylcysteine c0ng tuong lg vOi
mOt s6 kim loai nhu sdt, d6ng, vir cao su, trypsin, chymotrypsin. CAn trinh thu6c ti6p xnc voi cdc cnSt OO.

KhOng c6 y6u ciu thin trgng ddc biet ndro khi dUng thu6c ndy v0i th0c dn, nu0c u6ng hoflc ruEu.

cAN LAM Gi KHI MQT LAN oUEN DUNG THUOc
NOu qu6n dung thu6c, h6y dung.thu6c ngay khi nh0 ra. Dr)ng li6u fe.tiep theo thcyi gian.thOng thucrng
nhu b6c si di kO toa. Tuy viy, n6u thoi gian qu6n d0ng ild gAn lieu kO tiep, hiy b6 qua li6u qu6n dUng;
chi dr)ng li6u kO ti6p nhu llch trinh binh thuong. Kh6ng dugc d0ng li6u gAp d6i d6 thay th6 cho li6u qu6n
dUng.
NOu cdn th1m thOng tin, hdy xin 'i ki6n cla bdc sT hodc duEc si.

cAN BAo oUAN THUOC NAY NHI./ THE NAO
Giiv & noi kh6, nhiQt dg duoi 30"C.
D6 thu6c xa tim tay vdr tim nhin cOa trd em.

NHONG DAU HIEU VA TRIEU CHUNG KHI DUNG THUOG OUA LIEU
TriQu ch0ng qu6 li6u thuong kh6 nqng: tut huy€t 6p, uc cne frO h5p, co tnit pne qudn, t5n huy6t, dOng

mdu nQi mach rdi rdc, vd suy th?n; ngodi ra co th5 c6 r5i loan ti6u hoa (nhu bu6n nOn, nOn, ti6u chiy).

cAN PHAI LAM Gi KHI DUNG THUOC OUA UEU KHUYEN CAO
Khi dirng qud li6u khuy6n c6o, hiy li6n hO ngay voi bdc si hoic co s& y t6 gAn nhAt dO duqc x0 tri. H5y

nho mang theo v6 hgp vd c6c g6i thu6c con lai.

NHI/NG DICU CAN THAN TRQNG KHI DUNG THUOG NAY
Hdy th6ng b6o cho b6c si hoic duEc si truoc khi dUng Acemuc 200 mg:
- NOu trubc khi dirng thu6c niry nguoi benh bi giim khd ning ho ho{c kh6ng th6 ho, vi khi d6 ho c6 th6
cin thi6t de tnac ddm sau khi thu6c niry ldrm cldm loing hon.
- N6u nguoi benh d6n han ldrm x6t ngniem m6u hoic nucvc ti6u, vi thu6c niy co th6 anh hudng cl6n m6t
vdri x6t nghiQm.

CAn thin trgng khi sr1 dqng & nh0ng benh nhdn b! lo6t dq day - t6 trdng, suy gan.

Nguy co xuit nien s5c phdn vQ sau khi dung thu6c.
N6n-vir bu6n nOn do thu6c c6 th6 ldrm ting nguy co xu6t nuyet ti6u h6a tr6n bQnh nhin di co b6nh l1i ndy

tu truoc.
Thu6c co chua lactose; bQnh nhAn bi b€nh di truy6n hi6m gap cfra chung Oit Oung nqp galactose, thi6u
hqt Lapp lactase hoic kem hAp thu glucose - galactose kh6ng n6n d0ng thu6c ndry.

ffix, L:ff#IirX""til3 H?;;1??##"0T"*", hoic duqc si truoc khi drirns bat ky thu6c gi trons
thoi ky mang thai hoic ilang nu6i con bing sira m9.
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Anh hu&ng c0a thu5c Ai5ivOic6ng vi6c
Thu6c khOng gAy dnh hu0ng d6n vi€c l6i xe hoic vAn hdnh m6y moc. N6u xdy ra tic dr,rng khdng mong
mu6n, trdnh lii xe vd vin hdnh miy moc cho d6n khi c5c triQu chung niry bien mAt hoan toan.

KHTNAO CAN THAM VAN BAC Si, DLPqC Si
CAn tham v5n b6c si, duqc si khi nguoi b6nh:
- bi b6nh hO h6p man tinh vd drirng thu6c keo ddri

- xdy ra tic dr;ng khOng mong mu6n
- bi bOnh gan
- dUng qu6 li6u khuy6n c5o
N6u nguwi b€nh khOng chdc rdng co b1t kj,vdn dd nito n€u trin hoflc cdn thOm th6ng tin xin h6i ,!
ki6n hdc si hoQc dtwc si.

HAN DUNG CUA THUOC
36 thdrng k6 tu ngay sdn xu6t

TEN DIA cHico sO sAN xuAr
C6ng ty TrAch NhiQm Hiru Hqn SANOFI-AVENTIS VIET NAM
123 Nguy6n Khodi, Q4, Tp H0 Chi Minh, Viet Nam
Theo hqp d6nq v6i
C6ng ty G6 Phin Duqc Phim SANOFI-SYNTHELABO VIET NAM
10 Hdrm Nghi, QuQn 1, Tp H6 ChiMinh, Vi6t Nam

NGAY XEM XET Sr/A Dor CAp NHAT LAr NOr DUNG TO HI/ONG DAN S[.P DUNG THU6G:

qHAN 2: HttONG DAN SU DUNG THU0C CHO CAN BQ Y rE

cAc DAc riNH Dugc Lr,pc Hgc, Dugc DeNG Hec:
Nhom duqc lf dieu tr!: Thuoc ti6u ddm, md ATC: R05CB01

Tinh chSt duqc h-rc hgc:
Acetylcysteine ld mOt cnAt tam long ddm, ti6u nhiy. Thu6c co tic dqng ti6u nhiy do nhom thiol (-SH) tlr
do ldm gi6m dO qu6nh c0a ddm d ph6i c6 m0 ho{c kh6ng, bing cdrch tdch d6i cdu n6i disulfua trong
mucoprotein vd tAo thuQn loi dO t6ng ddm ra ngodri bing ho, d5n luu tu thd hoac bdng phuong ph6p co
hqc. Ngoeli ra, acetylcysteine con c6 t6c clOng ch6ng oxy-hoa tryc ti0p, do c6 nh6m thiol ttt do, nh6m ndy
co khd ning tuong t6c trqc ti6p voi cdc nhom ua diQn tich cia cdc g6c tqr do oxy-hoa.

ui.ililisr"ff.;ilt iSii,g o5n 600 ms, acetyrcysteine nhanh chons duqc h6p thu, dat nons dQ dinh
trong huy6t tuong sau 30 ph0t d6n -1 

gio. Trong thoi gian h6p thu,.acetylcysteine nhanh ch6ng duqc
chuy6n h6a thdnh cystein (ch.it chuy6n h6a. co hoat tinh duqc lf), chAt ndy ma.ng nh6m thiol co dic tinh
ch5ng oxy-h6a, vd c0ng lir ti6n ch5t trUc tiep d6 t?o ra glutathion -- li mOt ch6t ch6ng oxy-h6a n6i sinh
ch0 ytu tiong co th6 nguoi. Sinh khd dung khi u6ng thSp vir c6 th6 do chuy6n hoa trong thirnh ruOt vdr

chuy6n hoa buoc ttiu trong gan. Th6 tich phin b6 la 0,47 liUkg, t! le gin fet vOi protein huyet tucrng

837o. DO thanh thii thdn co th6 chi6m 30% d0 thanh thii toirn thAn.

CHiDINH:
fieu chAt nhiy trong bQnh hO hAp c6 ddm nhiy quinh nhu trong vi6m ph6 qudn c5p vd man tinh.

LICU DUNG VA CAGH DUNG:
Dung duong u6ng. Hoa tan thu6c trong n&a ly nu0c vd u6ng ngay.
Ngubi lrvn vE tr6 em tr€n 7 tu6i: 1 goi/lAn, ngdy 3 l3n
T16 em tu 2 - 7 tu6i: 1 goi/lAn, ngdy 2 lAn
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CH6NG CHiDINH:
Phenylceton niQu, vi thu6c c6 chua aspartame.
fien ifr hen (nguy co phdn Ong co tnat pne qudn voit6t cd cAc dqng thu6c ch0a acetylcysteine)
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Qu6 m5n vcri acetylcysteine, cdrc ch6t c6 c6u tr(c hoa hgc tuong tU khdc (vi du, carbocisteine, erdosteine
hoic mecysteine), hodc b6t cu thirnh phin ndro c0a thu6c.
T16 em dvoi24 th6ng tu6i

THAN TR9NG KHI DUNG THU6G:
Ho lir y6u t6 co bdn O6 Odo v0 ph6 quin - ph6i nen cdn phdi t6n trgng.
Phdi gi6m s6t chat ch6 nguoi b6nh co nguy co ph6t hen n6u dirng acetylcysteine cho nguoi co ti6n sir di
ong.
Khi di6u tri vdi acetylcysteine c6 thd xuAt hien nhi6u ddm loing & phO qu6n, cin phdi h[t d6 l5y ra ndu
nguoi bQnh gi6m khd ndng ho.
Nguy co xu6t hien s6c phdn v€ sau khi d0ng thu5c.
Cin thin trgng khi srl dqrng d nhirng b6nh nhin bi lo6t dq day - td trdrng. NOn va budn nOn do thu6c co
th6 lam ting nguy ccv xuAt nuyet tieu h6a tr6n benh nhdn di c6 b6nh lf ndy tu tru0c, vir bdi vi nguy co v6
mat lV thuy6t ldr cdrc ch6t ti€u nhiy c6 th6 giy t6n thuong hang rdo ni6m mac da day.
Suy gan: D0 thanh thii todn phSn c0a acetylcysteine tr6n bQnh nhin bi xo gan suy gidm tlang k6 vd nrla
dCIithaitru gAn nhu g5p dOi so voi nh6m chung kh6e manh. Hi€n kh6ng co th6ng tin x6c dinh li6u t6i uu
tr6n nh0ng dOi tuqng ndy.
Thu6c co chua lactose; b€nh nhin bi benh di truy6n hiem gqp c0a chfng b5t dung nqp galactose, thi6u
hLrt Lapp lactase hoic kem h6p thu glucose - galactose kh6ng n6n dung thu6c ndry.

Acetylcysteine c6 th6 giy sai lech ket qud xet nghiQm x6c dinh salicylates m6u, ketone niQu.

Phg nir c6 thai vi nu6i con bing sfra me:
C6 thai: cdc k6t qui nghiOn c0u tr6n d6ng vit thi nghiQm cho thSy 16 thu6c kh6ng gdy qudi thai; tuy
nhi6n, c6c dO li6u ndy kh6ng cho phep suy r6ng ra trOn nguoi. Acetylcysteine di qua hdng rdo nhau thai
vi ducvc phdt hien trong m6u cu6ng r6n. Nhu mOt biQn ph6p th?n trgng, n6n tr6nh sfr dqrng

acetylcysteine trong thoi ky mang thai.
NuOi con bing sOa me: HiQn kh6ng co th6ng tin li6n quan d6n su bii ti6t thu6c trong sfra m9, trinh dtng
trong lUc nuOi con bing sira.mg do chua c6 c6c dO li6u..
Trong truong hop rlt thAt cdn thi6t sCr dqng hdy cdn nhdc d1n lqi ich cla me vd nguy co co th1 co dOi voi
thai nhi vd trd duEc nuOi bdng s?a me.

Anh hu&ng cria thutic OiiivOl c6ng viQc:
Thu6c kh6ng giy inh hudng d6n viQc ldri xe hoic vin hdnh mdy moc.

TtroNG TAC CUA THUOC VOr CAC THU6C KHAC VA CAC LOAIrt/ONG TAC KHAC:
Viec ph6i hqp mOt thu6c long ddm, tieu nhiy v0i cdc thu6c tr! ho khOng co hoic co ldm giim biri tiet pne
qudn (tdc dUng gi6ng atropin) lir kh6ng hqp lV, b&i vi gidm phdn xq ho c6 th6 d5n ddn tich tU dich ti6t ph6
quin.
Than hoat tinh co th6 lirm gidm t6c dqng cOa acetylcysteine.
Tht} nghiem in vitro khi p-ha trOn khang sinh cephalosporin vd acetylcysteine, cho th6y co mgt luqng
kh6ng iinn ni b6t hoat. Luu ! khi sfr dlrng, n6n dtng khSng sinh u6ng it nh6t 2 gio truoc hoic sau khi

u6ng acetylcysteine.
VieCs0 Oirn! OOIS thoi nitrog.lycerin vd acetylcysteine gAy hq nuy6t dp dang k6 vdr d5n d,3n gi5n mqch
tam thcvi vd co th6 gAy nhuc dAu.
Acetylcysteine ldr mOt ch6t fn* ndn tuong ky hoa hqc v0i ch6t oxy.-hoa. Acetylcysteine c0ng tuong [y vOi

mOt s6 kim loai nhu sit, d6ng, vdr cao su, trypsin, chymotrypsin. Cin trSnh thu6c ti6p xtic vdi cic chit d6.

rAc DUNG KHONG MoNG MUON (ADR):
Tuy hi6m gap cg tn5t pfre qudn 16 rang trong lim sdng do acetylcysteine nhung vin co th6 xdy ra voi tAt

ci c6c dqng thuOc chfa acetylcysteine.
Thuong gdp, ADR >1/100:

-llreu hoa: Buon non, non.
Tim m?ch:D6 bung, phu, tim tl?p nhanh.if gdp, 1/1000< ADR <1/100:

MiSn dich: Ting m5n cdm
Ti6u hoa: ti6u chiy, vi6m miQng, dau bqng
Tim mach: ha huyr3t 6p 
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Thin kinh: NhOc diu, U tai
HO h6p: Ch6y nu6c mOi nhi6u, ran ngdy
Da: Ph6t ban, miy day, phr) mqch, ng0a
Todn thin: S6t
Hi6m gQp, ADR <1/1000:
Ti6u h6a: Kh6 ti6u
H6 h6p: Co th5t ph6 quin, kh6 th&
Todn thin: Phdn r?ng dang phdn v0 todn thin, r6t run

AUA UEU VA CACH XI.} TRi:
Li6u drirng acetylcysteine c6 khodng cdch an todn kh6 rQng; tuy nhi6n, qu6 li6u c6 th6 g4p khi dtng
duong ti6m mach hofc duong u6ng li6u cao trong di6u tri ngO dQc paracetamol. Trieu chung qud lir3u

thuong kh6 n{ng: tUt huyet 6p, uc cne nO h5p, co tn5t pne qudn, tdn huy6t, il6ng m6u ngi mach rAi rAc,
vi suy th6n; ngoiri ra c6 th6 c6 r6i loan ti6u h6a (nhu bu6n n6n, n6n, ti6u chiy). MOt s6 tri6u chung ndy
co th6 con do tinh trqng ng6 d6c paracetamol giy ra.
Xrir tri: Di6u tr! triQu chr?ng vd chdm s6c ning dO.
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