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Pharmaceuticals
WHO-GMP

E6 xa tim tay
Dgc kf hufng din truri,c khi dtng

rnANH puAN cONc rHrlc rHu6c: rra6i goi 1 g chria:

- Thdnh phdn hoqt chdt: Acetylcysteine. .100 mg

- Thdnh phin td duqc: Lactose monohydrat, aspartam, huong cam dang b6t, sunset yellow.

DANG BAO CHE: Thu6c b6t dC pha dung dich u6ng.

Thu6c bQt d6ng nh6t, kh6, rdi, kh6ng bi v6n cuc, mdu cam, hucrng cam, vi ngot.

cui olNn:
Cdc bQnh o duong h6 h6p aan atin sy hinh thdnh cdc ch6t ti6t nfrAy dac gdy kh6 kh4c ddm nhu

.i " i.
vi6m ph6 quin cdp tinh vd man tinh, vi6m thanh quAn, vi6m xoang, vi6m khi quin, crim, hen ph6

quan, vir nhu ld mQt liQu phrlp h6 trq trong bdnh xo nang.

CACU DUNG, LIEU ouNc:
Crich dtng: Dtng dutrng u6ng. Hda tan hoirn toin lugng thu6c trong g6i bing mQt ft nudc trong
ly tru6c khi dung, dtng mu6ng cd ph6 khud'y rl6u ntSu cAn.

Lii)u dtng:
Liiu thing rhwdng cho cdc bQnh ctip t{nh;

T16 em tu 2 d6n 12 tu6i: 100 mg x 3 lAn/ngdy ho4c 200 mg x 2 lAn/ngdy.

T16 em tr€n 12 tu6i vd ngudi lcrn: 600 mg/ngiry, u6ng I lin ho4c chia lim vdi l6n/ngdy (200 mg x
3 lAn/ngdy).

Hudng ddn liiu dimg dfrc biQt:

Di6u tri l6u ddi: 400 mg - 600 mg/ngdy, u6ng I lAn ho4c chia lirm vdi l6n/ngdy. Thoi gian tri li6u

tOi da le 3-6 thring.

Tuy nhi6n, n6u ddm qu6 nhi6u li6n quan d6n cim l4nh kh6ng gidm sau 2 tuAn di6u tri thi n€n chAn

dorin l4i tinh trang benh vd cAn lo4i trri b6t kj,bQnh ric tinh ndo d dudng h6 h6p.

BQnh xo nang: Li6u dtng nhu tr6n nhu.rg v6i tr6 em ) 6 tu6i thi liAu 200 mg x 3 lAn/ngdy ho4c

600 mg/l lAn/ngdy.

cHoNG CHi OlNn:
- Qu6 min vryi hoat chAt, ch6t tuong tg kh6c (vi dp carbocistein, erdostein hodc mecystein) ho4c

U6t ty thenh ph6n nio crla thu5c ndy.

- BQnh nhAn dang mic chimg phenylceton niQu, do thu6c c6 chria aspartam.

- Lodt da ddy ho4t dQng. /
- T16 em duoi 2 tu6i. /
cANu nAo v,q. THAN TR9NG KHI DUNG THUoc, V

- Kh6ng khuyrin c6o dtng ddng thcri v6i thu6c ch6ng ho kh6c.

- Cin th{n trgng AOi voi nhirng bQnh nh6n c6 nguy co xuAt huytit cludng ti6u h6a (vi dp nhu lodt

da ddy tiijm An hodc gi6n tinh m4ch thWc quan), vi acetylcysteine c6 th6 gdy n6n.
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- Do nguy co co thit phti quan, cAn th4n trong d benh nh6n hen phi5 quin vd phdn img quri mric
cria phri quin.

- Trong trucmg hqp phin img qu6 m6n ho{c co thit phti quan, n6n ngimg sri dung ngay vd cAn
phii thgc hiQn c6c biQn phrip di6u tri thfch hqp n6u cAn.

- BCnh nh6n b! hen ph6 quin n6n dugc theo d6i chat ch6 trong khi ili6u tri; n6u co thit phd qu6n
xtty ra, n6n ngtmg di0u tri bing acetylcysteine ngay l6p ttc.

- Dung acetylcysteine, ddc biet la hic bit dAu di6u tri, c6 the h6a long dich ti6t phe quan, d6ng
thdi, tdng lugng dich ti6t. N6u b6nh nh6n kh6ng th6 kh4c ra duoc thi cAn phii hrit l6y ra d6
trrinh luu giir c6c ch6t ti6t.

- Than trong o bQnh nhdn kh6ng dung nap histamin.

- Acetylcysteine c6 th6 gdy cin tro vi6c dinh luqng salicylat bing phuong ph6p so mdu.

- Acetylcysteine c6 th6 g6y cAn tr<v d6i vcri cilc x6t nghiQm ceton trong nuoc ti6u.
Thuiic niy c6 chri'a:

- Lactose. Benh nhan c6 v6n aC vC ai truydn hitim gap kh6ng dung nap galactose, thitiu hpt Lapp
lactase hodc kdm hdLp thu glucose-galactose kh6ng n6n dtng thu6c ndy.

- Aspartam, dugc chuy6n h6a thdnh phenylalanin. Ch6t ndy c6 thiS g6y h4i cho ngudi bi
phenylceton ni6u.

- Sunset yellow,c6 th,5 gdy phin rmg d! ung.

sU DUNG THUOc cHo pHU Ntr co rHAr vA cHo coN BU:
Sfr dgng thuiic cho phg nir cri thai: Nghi6n cr?u trdn d6ng v6t kh6ng th6y tdc hai truc tii5p hoac

.. igi6n ti6p li6n quan <l6n dQc tfnh sinh sin. E0 phong ngtra, n6n tr6nh dtng acetylcysteine trong
thdi kj, mang thai.

Sfr dgng thu6c cho phg nfr cho con bf : Kh6ng c6 ttri th6ng tin v6 sr,r bdi titit cta acetylcysteine

trong sira me. Kh6ng th6 loai trtr nguy co d6i v6i trd so sinh/tr6 nh6.

ANH HUoNG cun rHuoc LtN KHA NANG r,Ar xn, vAN sANu rvrAy Moc:
Chua c6 bing chimg rd anh hu&ng cria thu6c l6n khi ndng l6i xe, v{n hdnh m6y m6c.

TI.IONG TAC, TUONG KY COA THU6C:
TIIONG rAc rnu6c:
- Kh6ng n6n dung d6ng thoi ctic thu6c ch6ng ho vd acetylcysteine do lim giim phin x4 ho c6

th6 d6n d6n tich tu ciic ch6t titit phti qudn.

- Than ho4t tinh c6 th6 lim gi6m trlc dqng cria acetylcysteine.

- Ctrc thri nghiQm in vitro dd cho th6y ring khi c6c khring sinh cephalosporin vir acetylcysteine

duoc trQn l6n thi c6 mQt lugng kh6ng sinh b6t ho4t. NCn dtng kh6ng sinh u6ng it nh6t Z gio

trudc khi hodc sau khi ding acetylcysteine.

- Dtng ddng thoi nitroglycerin vd acetylcysteine gAy ha huytit 6p d6ng k6 vd d5n d6n su gi6n nd

dQng m4ch th6i ducrng, c6 kh6 ndng khoi ph6t con dau dAu. Ntiu dtrng d6ng thoi nitroglycerin

vd acetylcysteine duoc y6u cAu, bQnh nhAn cAn dugc theo d6i vd cAnh b6o ha huytit 6p c6 thi3

ndng vd kdm theo dau dAu.

TLIONG KY THUOC: Do kh6ng c6 c6c nghiCn cuu vA tfnh tuong ky cira thu6c, kh6ng trQn l6n

thu6c niy voi c6c thu6c kh6c.

rAc oqNG KHONG MoNG MUON cuA THUOc:
Ngung dtng BRONCEMUC 100 vi cAn tu v6n y t6 ngay l$p trfrc n6u bQnh nh6n gip Udt t4,

tfc dgng kh6ng mong muSn rAt tri6m gip (nnh hu&ng nh6 hon I trong 10000 ngudi dtng):
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- Phan ung di img nghiCm trong de dqa tinh mAng. Cric d6u hiQu c6 th6 bao g6m: Ph6t ban, kh6
nudt hodc kh6 th<y, stmg m6i, mdt, c6 hong vd ludi.

- Chny mdu nflng (xu6t huytft)

- Ph6ng r6p, bong tr6c, chdy m6u, tr6c viy, ho{c mun nu6c O U6t ty ph6n ndo tr6n da. Bao g6m
!.m6i, mdt, mi6ng, mfri, bQ ph4n sinh duc, tay ho{c chdn. BQnh nhdn c6 the c6 v6n tI6 nghiCm

trong tr6n da.

Cictic drlng phg khic bao g6m:

- it gdp, t/tooo :ADR < t/roo
H€ mi6n dich: Qu6 m5n

H0 than kinh: Nhric diu
Tai vd tai trong: U tai

Tim: Nhip tim nhanh

M4ch m6u: Ha huy6t 6p

Ti6u h6a: N6n, ti6u chiy, vi6m mi6ng, dau bung, bu6n n6n

Da vd m6 du6i da: Miy day, ph6t ban, pht mach, ngfa
Todn thdn: S6t

- Hi€mgdp, t/10000<ADR< 1/1000

H6 h6p, nguc vd trung th6t: Co thit ph6 quin, kh6 tho
Ti0u h6a: Kh6 ti6u

- niir hi€m gqp, ADR < 1/10000

H0 mi6n dich: S6c phdn v6, phan ung quri m6n/phdn vQ

Mach m5u: Xu6t huytit

- Kh6ng xdc tlinh duqc tin sudt:

Todn thdn: Pht m4t

Sg xuAt hiQn cira c6c phAn img trdn da nghi6m trong nhu h6i chimg Stevens-Johnson vd hoai tu
bi6u bi nhiSm dQc <I5 duo. c biio c6o trong thoi gian dtng acetylcysteine. Trong hAu h6t cdc

trucrng hqp b6o c6o thi c6 it nh6t mQt lo4i thu6c kh6c dd duoc dtng cirng hic, di6u ndy c6 th6

ldm tdng citc titc dung tr6n da vd ni6m mac.

Trong trudng hqp t6i phit cac t6n thuong tr6n da vir niOm mac, cAn tim tu v6n y t6 d6ng thoi
nglmg dtng acetylcysteine ngay l4p titc.

Sg ktit tap ti6u cAu trong m5u gi6m khi dtng acetylcysteine dd dugc x6c nhfn bdi c6c nghiCn

cuu kh6c nhau. Cho d6n nay, sU li6n quan l6m sirng v6n chua dugc lhm s6ng to.

Th6ng bdo ngay cho bdc si hodc daqc si nhteng phdn *ng cd hqi Sqp phdi khi s* dung thudc.

euA LrEU vA cAcH xtl rni:
TriQu chtimg: Quri li6u c6p tinh acetylcysteine c6 th6 gdy ra c6c tri6u chimg ti6u h6a nhu bu6n

n6n, n6n vi ti6u ch6y.

Cdch x[r rri: Didu trl qu6 lii:u bao g6m dieu tri triQu chimg vd ditiu tri h6 trg theo tinh trang l6m

sdng cria bgnh nhdn. Tich cuc theo d6i d€ c6 biQn ph6p xir trf kip thoi.

DuqC Lu. C HQCi . t
Nh6m dtqc ty: Thu6c ti€u ch6t nhdy V
Md ATC: R05CB0I

N-acetyl-L-cysteine (NAC), thenh phAn ho4t ch6t trong acetylcysteine ldm tlng t6c dpng ti6u chSt

nhAy-h6a l6ng ch6t nhAy vd nhAy mir bing crlch gidi trtng hqp phric hoo mucoprotein vd ciic acid
nucleic ldm giAm dQ qurlnh cria ddm vdr c6c ch6t ti€t kh6c.
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Hon nfra. acetylcysteine c6 t6c dung ch6ng oxy h6a truc ti6p, c6 nh6m 6i nh6n (thiol tu do) c6 kh6
ndng tuong tdc truc ti6p v6i c6c nh6m 6i diQn tfr cria cric g6c oxy h6a. Nhirng ph6t hiQn gAn dAy

cho th6y ring acetylcysteine bio vQ enzym 1-antitrypsin, r?c ch6 enzym elastase tt su b6t ho4t boi
acid hypoclorid (HOCI), m6t tec nhan oxy h6a manh ducvc tao ra boi enzym myeloperoxidase cria
thgc bio dd duoc hoat h6a. Do cAu trric phdn tri cta n6, acetylcysteine c6 th6 d6 dang vdo mdng t6
bdo. B6n trong t6 bdo, NAC bi kht acetyl thenh L-cysteine, m6t acid amin thi6t yeu dC t6ng hqp
glutathion (GSH).

GSH le m6t tripeptid phan img m4nh duoc tim th6y o khip noi trong c6c m6 khrlc nhau ctra d6ng
vdt vh cAn thitSt cho vi6c duy tri kh6 ndng chric ndng cfrng nhu tinh todn ven hinh th6i t6 bdo. D6 li
co ch6 bAo v6 t6 bao quan trong nl6t aC ch5ng lai ciic g6c oxy hoa, cingoai sinh vd n6i sinh, cfrng

nhu d6i vdi c6c ch6t g6y d6c tti bdo.

Nhirng tinh ning ndy lirm cho acetylcysteine dac biet thich hqp cho vi6c diAu tri nhirng b6nh cdp

tinh vd man tinh cria hQ h6 h6p, d4c tnmg boi c6c chdLt nhAy ddy, nhort vir cdc ch6t titit nhAy mt.

DUqC DQNG HQC:
Hiip thu; Sau khi u6ng, acetylcysteine duo. c h6p thu nhanh vd gAn nhu hodn todn. Do Anh hucrng

cria chuy6n h6a lAn dAu cao, sinh khi dpng cria acetylcysteine ducrng u6ng ld r6t th6p fthoAng
10%). O nguoi, n6ng dQ dinh trong huy6t tuong d4t dugc sau l-3 gi<rv6i n6ng dQ t6i datrong
huy6t tuong cria ch6t chuy6n h6a cysteine khoAng 2 pmolll
Phdn b6: Can tr5t protein cria acetylcysteine dugc xiic rlinh ld khoing 50%. Acetylcysteine qua

duoc nhau thai vd dugc ph6t hi6n trong m6u d6y r6n. Khdng c6 th6ng tin li6n quan d6n sU bdi ti6t
trong sta mg. Kh6ng c6 th6ng tin li€n quan d6n ho4t dQng cira acetylcysteine t4i hang rdo m6u

ndo d nguoi.

Chuydn hda: Acetylcysteine duoc chuy6n h6a trong gan thanh cysteine (ch6t chuydn h6a c6 ho4t

tinh), diacetylcysteine vir c6c disulphid h6n hqp khdc. Acetylcysteine vd c6c chAt chuyiSn h6a cria

n6 c6 ba dang kh6c nhau trong co th6: MQt phAn o dang tu do, mdt phAn gin ttit vOi protein th6ng

qua li6n k6t disulphid kh6ng bAn vd mQt phAn ld k6t hqp acid amin.

Thai trii: Acetylcysteine dugc dio thdi qua th6n gdn nhu hohn todn du6i d4ng c6c ch6t chuy6n

h6a kh6ng c6 hoat tfnh (sulphat v6 ccr, diacetylcysteine). Thoi gian b6n thAi trong huy6t tucrng cria

acetylcysteine kho6ng 1 gio vd chu y6u duoc x6c dinh bdi sy chuy6n h6a nhanh ch6ng o gan. Do

d6, chric nang gan bi suy gi6m sE d6n dtin k6o ddi th<ri gian b6n thdi trong huy6t tucrng l6n d6n 8

sid.

QUY CACU DONG GOI:
- HQp 20 g6i x I g thu6c bQt cl6 pha dung dlch u6ng.

DrEU KrEN nAo QuAN, HAN ouNG, TIEU cHUAN cHAr LtIoJG c0a rsuoc:
Diiru kiQn bio quin: O nhiet d0 du6i 300C, n<vi kh6 16o, tr6nh 6nh s6ng.

H4n dtng: 36 th6ng kO tri ngdy sdn xu6t. Kh6ng dtng thu6c khi qu6 h4n dtrng.

Ti6u chu6n chit luqnrg cfia thu6c: TCCS.

r0N, DIA cHi cuA co so sAN xuAr rHU6c:
cONc rY co PHAN DUqc PHAM oPV
36 27, Duong 3A,, Khu C6ng NghiQp Bi6n Hoa II, Phucrng An Binh, Tp. Bi6n Hoa,

DT: (0251)3992999 Fax: (0251) 3835088
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