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Acetylcysteine

Powder for oral solution

Indication, usage, contra-indicaitan and other information:
please see the leafiet inside.

PLEASE READ THE DIRECTION FOR USE CAREFULLY
KEEP OUT OF REACH OF CHILDREN

Without
colouring
agent

50 coi

50 coi

Thanh phén:

Mai g6i 3g bit chiva 200mg acetylcystein
cung voi cac ta dugce khac,

Hip 50 géi

Méi géi 3g chira 0,23 don vi quy dbi
carbohydrat
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PRODUCT: ACC 200, Btl., 50.|FS V’i e
SALUTAS-MATERIALNUMBER: 50042257 = i | O
SIZE: 105 x 77 x 85 o |
PHARMACODE: 2790 R o R
QUALITAT OF CARTON: GC2 v 2P|
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Acelyloystein
86t pha dung dich udng

Chi dinh, cach ding, ching chi dinh va cac thang tin khac
win doe 1 hueeng din st dung.

HOC KY HUONG DAN SU DUNG TRUOC KHI DUNG
DE XA TAM TAY TRE EM

Nha sén xudl:

LINDOPHARM GMBH

Neustrasse 82,

40721 Hilden. Birc

Chiu trach nhigm xudl xuréng: _j I_
SALUTAS PHARMA GMBH IH EXAL
Otto-von-Guericke-Aliee 1. 2
39179 Barleben, Buc Q_'

Khéng bao guan Irén 30°C,

5616 SX, NSX, HD xem "Batch No,",
"MAN, “EXP" trén bao bi.

Xult xiv: Bric

DNNEK:

HEXAL AG
A industmestr. 25

et ALY 82807 Holzkirche

Balch No:

Tel. 08024-208-0 "
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ACC 200

' Active Ingredient: Acetylcysteine
' To loosen mucus in respiratory tract
i The powder for oral intake after dissolution

7> | Without
1 g ‘ colouring '
- agent '

ACC 200 -

| M&i géi 3g bét chira 200 mg acetylcystein cling véi
| cac & duroc khac.
v M&i géi 3g chira 0,23 don vj quy ddi carbohydrat.

i
' Nha san xudt: Lindopharm GmbH .
: Chiju trach nhiém xut xwéng: Salutas Pharma GmbH :

Batch No. and Exp. date will be embossed or imprinted.

SPEZIFIKATION

PRODUKT: ACC 200 mg, Granulat., Btl., VN
SALUTASSACHNUMMER: 670504
LINDOPHARMNUMMER: 40010409

GROSSE: 80 x 50

PHARMACODE: ohne

FARBEN: HKS 42, Schwarz, Stanze



HUONG DAN SU DUNG

ACC® 200 Bot pha dung dich uéng
Hoat chat: acetylcystein

Mbi g6i 3g bot pha dung dich ubng chira 200 mg acetylcystein.
Ta duogc: acid ascorbic, saccharin, sucrose, bot huong cam.
V&i bénh nhan dai thao duomg: mdi géi chira 0,23 don vi trao dbi carbohydrat.

Pong goi:
Hép 50 goi, hop 100 gai.

Chi dinh b
Tiéu nhdy trong cac bénh phé quan - phdi cdp va mén tinh kém theo ting tiét cht nhay.

Liéu lrgng va cach ding
Néu khong c6 chi din nao khac cia bac s¥, lidu thong thudng nhu sau:
Liéu leong:

Diéu tri tiéu nhay:

- Ngudi I6n va thiéu nién trén 14 tudi: 1 gbi x 2- 3 1an/ ngay

(400-600 mg acetylcystein/ngay).

- Tréem 6-14 tudi: 1 goi x 2 1an/ ngay (400 mg acetylcystein /ngay).

- Tréem tir 2-5 tudi: 1/2 gbi x 2-3 lan/ngay (200-300 mg acetylcystein /ngay).
Bénh tang tiét chit nhdy

- Tréem trén 6 tudi: 1 goi x 3 1an/ ngay (600 mg acetylcystein/ngdy).
- Tré em 2-5 tudi: 1goi x 2 lan/ ngay (400 mg acetylcystein/ngay).
Bénh nhén b tang tiét chit nhdy c6 trong luong co thé trén 30kg c6 thé ding liéu 1én t6i 800 mg/

\

ngay, néu can thiét.

Phwong phap va thoi gian ding thube:

\ _’1%\,-

A - A - . 5 £ . .
Thuoc ¢6 thé duge hoa tan vao nude, va udng sau cac bira an.

Bénh viém phé quan mén va tiang tiét chét nhay can ding ACC2-200 vdi thoi gian dai hon dé dat

tac dung phong ngira, chéng nhiém trung.

Chéng chi dinh
Khong sir dung ACC® 200 néu:



- MAn cam v6i acetylcystein hodc bat cir thanh phén nao cua thube.

- Khong dung thudc cho tré em dudi 2 tudi vi khéng du kinh nghiém dung thubc cho
nhimg d6i tuong nay.

- Dang bi viém loét da day

Thén trong khi ding ACC® 200

Can luu ¥ khi ban ¢6 tién sir hodc dang bi hen phé quan hodc bi loét da day hodc rudt.

Viéc sir dung acetylcystein, dic biét 1a trong diéu tri sém c6 thé din dén su tao thanh chét long
do d6 din dén tang thé tich ctia cac chét tiét phé quan. Néu bénh nhan khong biét khac (khac
hoan toan ra ngoai), cin &p dung cac bién phap thich hop (nhu la hit dom hodc giam udng
nudc).

Rét hiém khi ¢6 bdo céo v& tac dung phu nghiém trong & da nhu hoi chitng Stevens-Johnson va
Lyell’s lién quan dén viéc dung acetylcystein. Néu thy gan ddy c6 nhing thay ddi & da va niém

\?/

Hay thong bio cho béac sy hodc dugc sy cac thudc ma ban da, dang hoac méi dung gan day ké ca

mac, hay I4p tirc tham khao y kién béc s§ va ngung sir dung acetylcystein.
Twong tac thude

nhimg thude khong ké don.

Thubc ho:

Dung dbng thoi ACC® 200 véi thudc tri ho ¢6 thé gay tic nghén dich nhdy nghiém trong do
giam phan xa ho, vi vay kiéu két hop diéu trj niy nén duoc dua vao nhitng chi dinh diéu tri that
chinh xac.

Thubc khang sinh

Céc bo cao vé acetylcystein 1am mét hoat tinh ctia khang sinh chi dua trén céc thir nghiém in

vitro trong d6 cac chét dugc trdn truc tiép.Tuy nhién, dé dam bao an toan, nén udng khang sinh
cach xa acetylcystein it nhit 1a 2 gid. Khéng xuét hién twong tac nhu vay dbi véi cefixim va
loracarbef.

Acetylcystein c¢6 thé 1am ting tac dung gisin mach cta nitroglycerin. Do d6 can than trong khi sir
dung.

Phu nir c6 thai va cho con bu

Phu nit ¢6 thai

Khéng c¢6 du dir liéu vé dung acetylcystein cho phu nir ¢6 thai. Nghién ctru trén dong vat thi
nghiém khong chi ra tac dung c6 hai mét cach truc tiép hay gién tiép trén viéc mang thai, sy phat
tridn cta phoi thai va thai nhi. Acetylcystein nén dugc ding trong sudt thai ky sau khi di duoc
danh gia mot cach can than ti 1é giira nguy co va loi ich.



Cho con bit
Khéng ¢6 théng tin v& su bai tiét ciia acetylcystein vao sita me. Acetylcystein nén duoc ding

trong sudt thai ky chi sau khi d4 duge danh gid mot cach cén than ti 18 gitra nguy co va loi ich.

Lai xe va vin hanh may moc

Khdng ¢d luu ¥ déc biét khi 1ai xe va van hanh may moc

Thong tin quan trong vé thanh phéan cia ACC® 200

Thube ¢6 chira sucrose. Néu biét minh khéng dung nap v6i mét sé dudmg, hiy théng béo cho bac
s¢ trede khi diing ACC® 200.

Mot goi thude ¢6 chira 2,7 g sucrose (mdt loai dudng), tuong duong vé 0,23 don vi trao déi
carbohydrat. Néu phai thyre hién ché d6 #n kiéng, cin phai lru ¥.

ACC® 200 ¢ thé gay hai cho ring (sau ring). \

Tac dung khdéng mong mudn

Viéc danh gia tic dung khéng mong muén duge dya trén cdc thong tin v& tin sé sau:
Rét thudng gap: (> 1/10)

Thuong gip: (= 1/100 dén < 1/10)

It gip: (= 1/1,000 dén < 1/100)

Hiém gip: (= 1/10,000 dén < 1/1,000)

Rét hiém gap: (< 1/10,000)

Chura biét: (khong thé danh gia dirge dua trén dir lidu hién cd)

Réi loan hé mién dich

it gip: ting man cam
Rét hiém gip: Sb¢ phan v&, phan ng phan vé/phan vé
Réi loan hé than kinh

ft gap: dau dan

R&i loan tai va mé dao

ft gap: tiéng U tai
R4i loan tim mach

it gap: nhip tim nhanh
Réi loan mach méu

it gip: ha huyét ap
Rét hiém gap: xuét huyét



Réi loan hd hép, ngue va trung thét

Hiém giip: khé tha, co thit phé quan

Réi loan hé tiéu hoa

It gip: budn ndn, nédn, tiéu chay, dau bung
Hiém gip: kho tiéu

Réi loan da va céc md dudi da

it gip: may day, phat ban, phi mach, ngira, chimg phét ban

Rbi loan chung va tai vi tri ding thudc

It gap: s6t

Chira biét: phit né mit

Sur giam két tap tidu cau trong mau do sy hién dién clia acetylcystein di dwgc x4c nhin bai nhidu
nghién cfru khéc nhau. Cho dén nay mdi lién quan téi 14m sang van chua duge lam sang to.

Théng bdo cho bac sy nhirng tic dung khéng mong mudn gip phai khi si dung thudc.

Qua lidu va cach xiv tri:

Khéng quan sat thdy trurong hop qué lidu doc hai ndo lién quan dén acetyleystein ding dudng
udng. Khéng quan sét thay tac dung phu nghiém trong nao & nhitng nguoi tinh nguyén da diéuy tri
véi lidu 11,6g acetyleystein/ngdy 1rén 3 thang. Lidu udng 1én dén 500mg acetylcystein/kg can
ning déu dugc dung nap ma khéng cé tridu chimg ciia nhidm doc.

Triéu chimg cda nhiém doc: qua lidu ¢6 thé xay ra cac kich Umg dudng tiéu héa (budn ndn, ndn,
tiéu chay). Tré so sinh c6 nguy co tang tiét nang hon,

Diéu trf nhiém doc: didu trj triéu chimg néu cin thiét.

Néu quén ding ACC® 200:
Néu quén udng thude hosic ubng mdt hrgng qua it, tiép tyc udng thude vao lan tiép theo nhu

huéng din ve licu ding.

Néu ngwng ding ACC® 200
Khéng ngung ding thudc ma khéng hoi v kién bac s§. Bénh ¢6 thé ning thém.
Néu can thém thong tin v& thude, hiy hdi bac s§ hodc duoe s¥.

Cac déc tinh dwoe Iye hoe
Nhém tri 1idu: Thudc tiéu chét nhiy

Ma ATC: RO3CBOI



Acetylcystein & mdt dAn chét cia amino acid 14 cysteine. Hiéu qué cia acetyleystein 1a lam giam
d6 quanh cta dom va giam tiét chit nhiy & dudng thd. Van con dang tranh ludn vé viée thube cét
cac cau ndi disulphide gifta cac ddy mycopolysaccharide va viéc thubc co tac dung cit cc
polymer trong chudi DNA (trong mi nhay). Dua va nhiing co ché nay, d6 nhdt ciia chat nhiy
duoc giam.

M6t co ché thay thé cha acetylcystein la dira vao kha ning ciia nd voi viée phan tng véi nhém
SH dé lién két v&i cac gbe hoa hoc va giai ddc theo cac nay.

Hon nixa, acetylcystein gop phan lam ting tdng hop glutathion, 13 chit quan trong trong viée giai

déc. Diéu nay giai thich cho tac dung ching dde ddi voi viée ngd dc paracetamol.

Cdc dic tinh dirge ddng hoe

Hap thu

Sau khi dung dudng udng, hau hét acetyleystein dugc hip thu nhanh chéng va chuyén héa & gan
thanh cystein, mét chit chuyén héa c6 hoat tinh, ciing nhu diacetyleystin, cystin va céc hén hop
disulphid khac.

Hép thy

Do chuyén hoa buée mdt manh, sinh kha dung dudng uéng cua acetyleystein rét thap (xap xi
10%). G ngudi, ndng do t6i da trong huyét tuong dat duoc sau 1-3 gio véi nong o t6i da trong
huyét tvong ciia chit chuyén héa cystein nam trong khoang xdp xi 2 umol/l. Lién két giira
acetylcystein voi protein dugce xac dinh vao khoang 50%.

Chuyén héa

Acetylcystein va cac chét chuyén héa ciia né tdn tai dudi ba dang khéc nhau trong ndi tang: mot
phin & dang tu do, mot phén lién két v6i protein théng qua lién két disulphid khéng 6n dinh va
mot phan dang amino acid két hop. Acetyleystein duge bai tiét hiu hét & dang chét chuyén héa
khéng ¢ hoat tinh (sulphat v& co, diacetylcystin) théng qua thin. Thii gian bén thai trong huyét
twong cua acetylcystein xp xi | gior va chi yéu duoc xéc dinh béi su chuyén héa nhanh chéng &
gan. Do d6, & ngudi suy giam chic ning gan, thoi gian ban thai trong huyét tuong ¢ thé bi kéo
dai 1én 8 gio.

Thai trir

\ ‘f"‘/l



Nghién ciru duge dong hoc véi dudng tiém tinh mach cla acetylcystein cho biét thé tich phan b
14 0,57 I/kg (tbng quat) hodc 0,58 I/kg (6 ngudi dm yéu); do thanh thai huyét trong duoc xac
dinh tuong (mg 14 0,11 1/h/kg (téng quat) va 0,84 1/h/kg (& ngudi 6m yéu).

Thoi gian ban thai sau khi tiém tinh mach 1a 30-40 phit khi dugc bai tiét theo dong hoc 3 pha
(alpha, beta, va pha cubi gamma).

Acetylcystein vuot qua hiang rio nhau thai va dugc tim thdy & mau cudng rén. Khong c¢6 thong
tin lién quan dén viéc bai tiét thube vao sira me.

Khéng c6 théng tin ndo vé viéc anh hudng dén hanh vi cia acetylcystein t6i hang rao mau ndo &

nguoi.

Bio quan: khong bao quan trén 30°C.

Pé xa tAm tay tré em. - /
Poc ki hwéng dén sir dung trude khi ding.

Han dung: 24 thang ké tir ngay san xuét.

Khéng diing thuéc di qua han sir dung in trén v hop thude.

Nha sdn xuét: Chiu trach nhiém xuét xwéng:
Lindopharm GmbH Salutas Pharma GmbH
Neustrasse 82, 40721 Hilden, Pic Otto-von-Guericke-Allee 1, 39179 Barleben, Drc

TUQ. CUC TRUONG

P.TRUONG PHONG
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