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HUONG DAN SU DUNG THUOC
Tén thuéc: HADUMIX CAP
Dé xa tém tay tré em. Poc kj hwéng din siv dung triede khi ding

1. Thanh phén cong thirc thube:

Thanh phan hoat chit : Ham lwgng
Acetylcystein 200 mg

Thanh phﬁn td dwgc: Microcrystalline cellulose, Lactose, Sodium | Vira di 1 vién

starch Glycolate, Magnesium stearate, Silica colloidal hydrated,

nang cing.

2. Dang bao ché:

Vién nang cimg, mau xanh, bén trong chira bdt thude

3. Chi dinh

Thudc hd tre 1am tiéu ddm trong didu tri r6i loan hd hép lién quan dén qua trinh ting tiét
dom nhdy, nhét, dic nhu bénh viém thanh quan, viém xoang cép tinh va mén tinh, viém
tai gitra, viém phé quéan cép, viém phé quan hen, dot cdp ciia bénh viém phé quan phdi
méin tinh, gidn phé quéan, hen phé quan.

4. Lidu ding, cach ding:

4.1. Liéu ding

- Ngudi 16n va tré em trén 7 tudi: 1 vién x 3 1an mdi ngay.

- Tré em tir 2 -7 tudi: 1 vién x 2 14n mdi ngay. Néu tré gip van dé vé nubt vién nang thi
nén chuyén sang dang thudc bt udng thich hop hon cho nhém tudi nay.

Thoi gian didu tri: khong ding qué 8 dén 10 ngdy ma khéng c6 chi din ctia bac s.

4.2. Cach dung

Dung theo dudmg udng. Nén ubng thube sau bira an.

5. Chéng chi dinh:

Qua man cam v&i hoat chat, chit twong tw vé mit héa hoc khac (vi dy carbocisteine,
erdosteine hodc mecysteine) hodc voi bt ky td dugce nao.

Tré em dudi 2 tudi.

6. Canh béo va thin trong khi dung thube

- Ngudi ¢6 tién sir di tng phai giam sat chat ch& nguy co phat hen khi dung thude. Néu
c6 co thit phé quan, phai ding thudc phun mu gian phé quan nhu salbutamol hoic

ipratropium va phai ngirng acetylcystein ngay.
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- Khi didu tri véi acetyleystein o6 thé xufit hién nhiéu dom lofing & phé quéan, phai hit dé
ldy ra néu ngudi bénh giam khé nang ho.
- Theo ddi chay mau da day hodc gidn thye quan, loét da day néu ¢6 non dit ddi khi ubng
thude.
- Thén trong v6i ngudi c6 tién sir loét da day ta trang, hodic bénh nhén loét tién trién
- CAn thén trong & nhitng bénh nhan khong dung nap vai galactose, ngudi thiéu hut men
hép thu glucose-galactose khéng nén dung thubc nay do trong thanh phin t4 dugc c6
lactose.
7. Sit dung thube cho phu nir ¢6 thai va cho con bii:

7.1 Sir dung thuoc cho phy nit cé thai.
Cé4c nghién ctu trén dong vat khong chi ra téc hai tryc tiép hodc gian tiép lién quan dén
ddc tinh sinh san. Bién phap phong ngira, tét nhét 12 tranh str dung Acetyleystein 200 mg
trong thoi ky mang thai.

7.2 Sit dung cho con bu
Khéng cé du thong tin vé& su bai tiét acetylcystein vao sita me. Khong thé loai trir nguy co
ddi véi tré so sinh/tré nho.
8. Anh hwdng Ién khd nding ldi xe va van hanh mdy mdc
Thube c6 thé gay budn ngi, nhirc dau, U tai. Do d6 khi gip cic trigu ching trén thi khong
nén l4i xe hoéc van hanh may méc.
9. Twong tac thude, twong ky ciia thude

Twong tdc thubc:
Thudc chéng ho va acetylcystein khéng nén ding dong thoi vi 1am gidm phan xa ho co6
thé din dén tich tu dich tiét phé quan.
Than hoat tinh c6 thé lam giam tac dung cua acetylcystein.
Khong nén tron Acetyleystein véi cac san phdm thude khac.

Trong cﬁ'ng nghiém
Céc xét nghiém da chi ra ring khi trén 14n khéng sinh cephalosporin va acetylcystein s&
¢6 mure dd bit hoat khang sinh. Diéu phong ngira 12 nén khuyén dung khang sinh dudng
ubng it nhat hai gi® truéc hodc sau acetylcystein.

Str dung ddng thoi nitroglycerin va acetylcystein giy ha huyét 4p dang ké va din dén
gidn dong mach thdi duong va co thé khdi phat dau dau.
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Néu chn sir dung ddng théi nitroglycerin va acetylcystein, bénh nhan cén dugc theo doi

va canh bao vé tinh trang ha huyét ép c6 thé trdm trong va kém theo dau dau.

Twong ky ciia thuéde: Do khong cb cic nghién clu vé tinh twong ky cua thube, khong
tron 14n thude nay véi céc thude khac.

10. Tac dyng khong mong muon:

Cac phan ting bét lgi dugc liét ké duéi day, theo loai co quan va tAn suét ctia hé thong:

bung, budn nén

Lép co quan, hé | Tudn suét the dung khdng maong mudn

thon Khéng pho Hiém Rét hiém Khong xic
bién (>1/10,000, (< 1/10,000) | dinh
(>1/1,000, < <1/1,000)
1/100)

Réi loan hé thong Qua Mén Soc phan vé,

mién dich phén (ing

phan v§/dang
phan vé

Réi loan hé than Pau déau

kinh

Réi loan tai vahé | U tai

théng dc tai

R6i loan tim Nhip tim nhanh

R&i loan mach méu | Huyét ap thép Xuét huyét

Réi loan hé hp, Co thit phé

nguc va trung thit quan, kho tho

R&i loan hé tiéu hoa | Non mira, tiéu | Kho tiéu
chay, viém
miéng, dau

ROi loan da va md

dudi da

Mé day, phat
ban, phu mach,
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ngua

R6i loan chung va | Sot Pht mat
tinh trang tai chd

ding thube

Su xuét hién céc phan tng da nghiém trong nhu hdi chimg Stevens-Johnson va hoai tir
biéu bi nhiém doc d3 duoc béo cdo cb lién quan tam thoi véi viée sir dung acetyleystein.
Trong hiu hét cac trudmg hop nay, it nhit mét loai thube khac duge sir dung cing lic,
diéu nay co thé lam tang téc dung trén da niém mac dwge md ta

Trong trudng hop tén thuong da va niém mac tai phat, cin tu vén y t& ngay lap tirc va
ngirng str dung acetylcystein ngay lap tirc.

Sur két tap tiéu ciu trong méu giam khi c6 mit acetylcystein di dwgc xdc nhén boi nhiéu
nghién ciru khéc nhau. Sv lién quan v& mt 14m sang vn chua duoc 1am 6 cho dén nay.
11. Qua lidu, cich xir tri:

Qui liéu acetylcystein cé triéu chirng twong ty nhur triéu chitng cia phan vé, nhung ning
hon nhidu: dic biét 13 giam huyét ap.

Céc triéu chirng khéc: suy ho he’ip, tan méu, dong mau rai rac ndi mach va suy thén

Diéu trj qua liéu theo tridu chimg.

12, Cac déc tinh dwge lwe hoe

Nhém dwge Ij: Thudc tiéu chét nhay.

Mia ATC: RO5SCBO1

N-acetyl-L-cysteine (NAC) ¢6 tac dung lam tan chét nhiy manh mé& d6i voi dich tiét nhay
va mu bing cach khir polyme céc phirc hgp mucoproteic va axit nucleic tao d nhét cho
thanh phén thiy tinh thé va mi dom va céc chit tiét khéc.

Hon nita, acetylcystein c6 tac dung chéng oxy héa truc tiép, c6 nhém nucleophilic thiol (-
SH) tur do c6 kha niing trong tac truc tidp véi cac nhom gde oxy hoa 4i dién tir. Phét hién
gin ddy cho thdy acetylcystein bao vé enzyme o.l-antitrypsin (rc ché elastase khoi bi bt
hoat béi axit hypochlorous (HOCI), mdt chit oxy héa manh dugc tao ra béi enzyme
myeloperoxidase ctia thyre bao da hoat héa. Do ciu triic phén tit ciia né, acetyleystein c6
thé d& dang xuyén qua mang t& bao. Bén trong té bao, NAC dugc khir acetyl thanh L-
cysteine, mot loai axit amin thiét yéu dé tng hop glutathione (GSH).

GSH 1a mét tripeptide c6 kha néng phan Gng cao dugce tim thiy & khip noi trong cdc méd
khac nhau cua dong vat va rit can thiét dé duy tri kha ning hoat dong ciing nhu tinh toan
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ven hinh thai té bao. P4y 13 co ché bao vé ndi bao quan trong nhit chong lai cac gbc oxy
héa, ca ngoai sinh va néi sinh, ciing nhw chdng lai nhidu chit gay ddc té bao.

Nhiing diic diém nay lam cho Acetylcystein 200 mg dic biét thich hop dé diéu trj cac
bénh c4p tinh va mén tinh ciia hé hd hip, dic trung béi dich tiét nhdy day, nhét va cé mi.
Khéng c¢6 bing chimg vé hiéu qua va do an toan cua thubc tiéu chit nhdy bao goém
acetyloystein trong viém phé quan cép tinh.

13. Céc diic tinh dwge dfng hoc

Hiip thu

Sau khi udng, acetylcystein duge hép thu va chuyén héa nhanh chéng va gAn nhu hoan
todn & gan thanh cystein (chit chuyén héa c6 hoat tinh dugc 1y), diacetylcystein, cystein
va cac disulphide hon hop khéc.

O nguoi, nbng do t6i da trong huyét twong dat duge sau 1-3 gidr voi ndng do6 tbi da trong
huyét twong ctia chit chuyén hoa cystein nim trong khoang xip xi 2umol/l. Khi ning
lién két vdi protein ciia Acetylcystein duge xdc dinh 1a khoang 50%.

Chuyén héa sinh hoc

Acetylcystein va céc chit chuyén héa ciia né ton tai & ba dang khéc nhau trong co thé:
mét phin & dang tu do, mét phin lién két véi protein thong qua lién két disulphide khong
bén va mét phan dudi dang axit amin két hgp. Acetylcystein duoc bai tiét gan nhu doc
quyén duéi dang chét chuyén héa khong hoat dong (sulfat vé co, diacetylcystein) qua
than. Thoi gian ban hiy trong huyét twong clia Acetyleystein la khoang 1 gidr va chi yéu
duge xac dinh bdi sy chuyén hoa sinh hoc nhanh & gan. Do d6, chirc ning gan bj suy
giam dén dén thoi gian ban hiy trong huyét twong kéo dai t6i 8 gio.

Céc nghién ctru duge dong hoc khi tiém tinh mach acetylcystein cho thdy thé tich phén
bb 12 0,47 Vkg (tdng cong) hoiic 0,59 I/kg (gidm acetylcystein); dd thanh thai huyét twong
duoc xac dinh 1an luot 14 0,11 Vh/kg (tdng cong) va 0,84 I/h/kg (giam acetyleystein).
Théi gian bén hily sau khi tiém tinh mach 1a 30-40 phit trong khi qua trinh bai tiét dién
ra theo dong hoc ba pha (pha alpha, beta va giai doan gamma cubi).

Acetylcystein di qua nhau thai va dugc phét hién trong méau cudng rbén. Khong cé thong

tin vé sy bai tiét qua sira me.
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Khoéng co kién thic lién quan dén hoat dong cua acetylcystein & hang rao mau nio &
nguoi.

14, Quy cach dong gbi

Hép 3 vi, 5 vi, 10 vi x 10 vién, kém huéng din sit dung.

15. Piéu kién bao quén, han diung, tiéu chuin chét lwgng ciia thudce:

- Diéu kién bdo qudn: Noi kho rao, nhiét do khong quéa 30°C, tranh anh sang truc tiép.

- Han dimg: 36 thang ké tir ngdy san xuét.

- Tiéu chudn chét lwong: TCCS.

16. Tén, dia chi co s& san xuit thude:

E s 96 *

CONG TY CO PHANDUGE VAFTU Y TE HAI DUGNG
Pia diém sin xudt: NHA MAY HDPHARMA EU -
CONG TY CO PHAN DUQC VAT TU Y TE HAI DUONG
D/c: Thng 2, Toa nha 4A, Thira dit s6 307, Cum Céng nghiép Cim Thugng, Phudng
Cam Thuong, TP hai Duong, tinh Hai Duong.
DT: 02203853848




