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: CONG TY DBC: Vién nén siti bot
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” Ma s6: QL PKmdi
CUU LONG 2 - 5
— Tuyp x 20 vién nén sui bot TPVL: I6-03 - 2015

Nhan tryc ti€p trén don vi déng g6i nhd nhat

AGCYSMUX"200 erer Tyl 20ven

UBNG NGAY SAU KHI HET SUI BOT

THANH PHAN by't
ACELYICYSIBIN ..............oovcicuiivisiiennn. 200 MG A
Td dupe viia di .. ey ) VBN

CHI BINH: Buse ding Iam thudc tidu chit nhdy trong

bénh nhdy nhét (mucoviscidosis)(xs nang tuydn tuy),

bénh i hd hip o dom nhdy quinh nhu trong vigm

phé quin cip vd man, vA am sach thuing quy trong
| md khi quin

CHONG CHI BINH, CACH DUNG & LI DUNG,
TAC DUNG KHONG MONG MUON, TUONG TAC
THUOC, THAN TRONG

Xin doc trong 19 hudng ddn sif dyng thudc.

mux 200 Efer

Acetylcystein 200 mg

sex
Tidu chudn dp dyng: TCCS
‘ BAD QUAN: Nol K0 i, trdnh dnh sdng,
nhigt d8 dudi 30 C
04 xa tm tay ré em.
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CONG TY DBC: Vién nén siii bot

COPHANDUOCPHAM — MAUNHAN TUYP THUGC ~ OF 0p 1020 viavien
CUU LONG ) i a 50 m
e Tuyp x 10 vién nén sii bot TPVL: 16-03 - 2015

Nhin tryc ti€p trén don vi déng géi nhd nhat

THANH PHAN
Acetyicystein 200 mg
T4 duoc wia 60 1 vién

CHI BINH: Budc ding IBm thubc tidu chit nhdy trong %
béinh nhdy nhot (mucoviscidosis)(xo nang tuEn wy), - b [

bénh i hd hip co dam nhdy quinh nhu trong viém 3 i
qunc&:vaman,valamsachmnnqnwm

CHONG oHl DINH, CACH DUNG & I DUNG,
UNG KHONG MONG MUON, TUDNG TAC
. THAN TRONG.
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CONG TY DBC: Vién nén sili bot
; 2 S 2 . s
* 6 PHAN DUGC PHAM . i " - - QC: Tuyp 10-20, h/1v/4v
ks COULONG TO HUONG DAN SUDUNG THUOC M s QL PKM-GYL1
i ki TPVL: 05 - 11 - 2016
TO HUGNG DAN SU DUNG THUGC GMP-WHO
AECYSMUX® 200 Effer
Vién nén sii bot — 2 . .
THANH PHAN:
Acetylcystein .......... c..c........ 200 mg
Tadugcviadd........cuv.n..... 1vién

(T4 dugc gdm: acid citric khan, povidon K30, natri hydrocarbonat, natri carbonat khan, natri saccharin,
polyethylen glycol 6000, natri benzoat, mau carmoisin, vanillin, bat huong vi dau)
DANG BAO CHE: Vién nén siii bot
QUY CACH BONG GOI: Hop 4 vix 4 vién. Hop 1 tube x 10 vién. Hop 1 tube x 20 vién.
CHI PINH:
Bugc ding lam thudc tiéu chat nhay trong bénh nhdy nhét (mucoviscidosis) (xa nang tuy&n tyy), bénh Iy hé
hdp c6 dom nhay qudnh nhutrong viém phé& quin cip va man, va lam sach thuing quy trong md khi quan.
CACH DUNG VA LIEUDUNG:
Hoa tan vién sii bot AECYSMUX"200 Effer vao mot cdc nudc (khodng 200ml). Ung ngay sau khi siii hét bot. |
Nguai I6n: udng véi liéu 200mg, ba 1dn mdi ngay (uSng méi lan 1 vién, ngay udng 3 lan). '
Tré em tir 2 dén 7 tudi: ubng mdi lan 1 vién, ngay udng 2 lan. |
Tré em trén 7 twdi: udng mdi lan 1 vién, ngay uéng 3 1an (lidu nhu ngudi 16n). ‘
Hodc theo sy hudéng din ciia thiy thuéc

CHONG CHI DINH:

Tién sit hen (nguy co phén ting co thit ph& quan véi tit cd céc dang thudc chia acetylcystein).

Qua man véi acetylcystein.

Chéng chi dinh cho tré dugi 2 twdi.

Ngudi man cdm vdi cc thanh phan khic cda thudc.

THAN TRONG KHI DUNG THUOC:

Phdi gidm sat chdt ché ngudi bénh cé nguy co phat hen, néu dung acetylcystein cho ngudi c6 tién sti di ting; néu
c6 co thdt phé& qudn, phéi dung thudc phun mu gidn phé quan nhu salbutamol (thuc beta-2 adrenergic chon
loc, tic dung ngdn) hodc ipratropium (thudc khing muscarin) va phai ngitng acetylcystein ngay. Khi diéu tri véi
acetylcystein, c6 thé xudt hién nhiéu dom loing & phé& qudn, cin phai hat dé 14y ra néu ngusi bénh giam kha

nang ho.

Sdn phdm chita 17,5 mmol (401,9mg) natri mdi vién, cin cin nhic khi dung & bénh nhin c6 ché dd an kiéng \'t\_:
natri. - ,\\
THOI KY MANG THAI: ; | \2\
Biéu tri qua liéu paracetamol bing acetylcystein & ngudi mang thai c6 hiéu qua va an\joap/ va c6 kha ning : )'-’r
ngdn chdn dugc dc tinh cho gan & thai nhi ciing nhu & ngudi me. ! &)
THO!I KY CHO CON BU: -

Thudc diing an toan cho ngudi cho con ba.

ANH HUGNG CUA THUOC LEN KHA NANG LAIXE VA VAN HANH MAY MOC:

Thudc dung dugc cho ngudi Iai xe va van hanh may méc nhung ciing phdi than trong, vi c6 thé gip truding hop
budn ngii khi diing thudc, nhung it xdy ra (tic dung phu it gap).

TUONG TAC THUOC:

Acetylcystein 1a mdt chdtkhir nén khang phit hgp véi céc chat oxy - héa.

Khéng dugc dung déng thai cac thudc ho khac hodc bit e thudc nao lam gidm bai ti€t ph& quan trong thai gian
diéutri biing acetylcystein. ‘
TAC DUNG KHONG MONG MUON:

Acetylcystein cé gidi han an toan rong. Tuy hi€m gap co thdt ph& qudn rd rang trong 1am sang do acetylcystein,
nhung van c6 thé xdy ra vdi it cd cdc dang thudc chia acetylcystein.

Thudang gap, ADR > 1/100

Budn nén, ndn.

ltgap, 1/1000<ADR < 1/100

Budn ngd, nhiic ddu, U tai.

Viém miéng, chdy nudc mii nhiéu.

Phadt ban, may day.
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Hiém gap, ADR < 1/1000
Co thit ph& quan kem phan dng dang phdn v toan théan.
Sat, rét run.
Théng bao cho bic sy nhiing tic dung khéng mong muén gap phai khi sir dyng thudc
DUGQC LYC HOC:
Acetylcystein (N-acetylcystein) la dan chit N-acetyl cda L-cystein, mot amino-acid ty nhién. Acetylcystein |
dugc dang 1am thudc tidu chat nhdy va thudc gidi doc khi qua liéu paracetamol. Thudc lam gidm do quénh clia ‘
dom & phdi c6 md hodc khdng béing cach tach doi cAu ndi disulfua trong mucoprotein va tao thuan lgi dé tong |
| dom ra ngoai bing ho, din luu tuth€ hoiic bing phuang phap cd hoc. }
Acetylcystein ciing dugc dung tai ché dé didu tri khong co nudc mat. Acetylcystein ding dé bdo vé chdng gay |
dac cho gan do qué liéu paracetamol, bing cach duy tr hoac khoi phuc néng dé glutathion ciia gan la chitcan
thigt dé lam bat hoat chat chuyén héa trung gian clia paracetamol gy doc cho gan. Trong qud liéu
paracetamol, mdt lugng In chat chuyén héa nay dugc tao ra vi dudng chuyén héa chinh (lién hgp glucuronid
va sulfat) trd thanh bio hoa. Acetylcystein chuyén héa thanh cystein kich thich gan t3ng hgp glutathion va do
dé, acetylcystein ¢ thé bdo vé dugc gan néu bit diu didu tri trong vong 12 gid sau qué liéu paracetamol. Bat ‘
daudidu tri cang som cang tot.
DUGC DPONG HQC:
Sau khi udng, acetylcystein dugc hap thu nhanh & duting tiéu héa va bi gan khir acetyl thanh cystein va sau do
dugc chuyén héa. bat ndng dé dinh huyé&t tong trong khodng 0,5 dén 1 gid sau khi udng liéu 200 dgn 600 mg.
Kha dung sinh hoc khi ugng thip va c6 thé do chuyén héa trong thanh rudt va chuyén héa budc daytrong gan.
P6 thanh thdi thin co thé chiém 30% do thanh théi toan than. Sau khi uéng, thai gian b thdi cta )

acetylcystein 1a 5,6 gid. Thé tich phan bd 12 0,47 livkg; ti & gdn protein huyét tuong 83%.
QUA LIEU VA XU TRi:
Qué lidu acetylcystein c6 triéu chiing tuong W nhutriéu chiing cGia phdn vé, nhung nang hon nhiéu: Dacbiétla \
gidm huyét ap. Cic triéu ching khéc bao gdm suy hd hap, tan mau, dong mau rdi rac noi mach vasuy than. Td
vong da xay ra & ngudi bénh bi qua lidu acetylcystein trong khi dang diéu tri nhiém doc tamol. Qud liéu
acetylcystein xdy ra vdi lidu qua cao. Didu tri qué liéu theo tri¢u ching.

BAO QUAN: Nai kho mat, nhiét do dudi 30°C, tranh dnh séng.

P& thubc xatam tay tré em.

HAN DUNG: 24 théng ké tif ngay sdn xudt.

TIEU CHUAN AP DUNG: Tiéu chudn co's

POC KY HUSNG DAN SUDUNG TRUGC KHIDUNG

NEUCAN THEMTHONG TIN, XINHOI'Y KIEN COABACSY ) '
THONG BAO CHO BAC S¥ NHUNG TAC DUNG KHONG MONG MUON GAPPHAIKHISUDUNG THUOC
VOC CONGTY 8 PHAN DUGC PHAM CUU LONG 1= GUC TRUONG
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