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To hudng dan su dung thuoc bot

Aftasol

DE XA TAM TAY CUA TRE EM
POC KY HUONG DAN SU DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN XIN HOI Y KIEN CUA BAC ST
KHONG DUNG THUOC QUA HAN SU DUNG GHI TREN NHAN

1. Thanh phan: Thudc bot Aftasol ¢6 2 ham luong

Thanh ph:‘in cho 1 goi Aftasol 100 mg Aftasol 200 mg
Hoat chit: Acetylcysteine 100 mg 200 mg
Ta dwoe: Lactose, Aspartam, Mau Sunset yellow, Mui cam.

2. Dang bao ché: Thudc bot

Mo ta sdan phcfm: Bot kho toi, mau héng nhat, mui cam, vi chua ngot.

3. Chi dinh diéu tri

Tiéu chét nhdy trong bénh nhay nhét (mucoviscidosis) (xo nang tuyén tuy), bénh 1y h6 hdp c6 dom

nhay quanh nhu trong viém phé quéan cp va man va lam sach thudng quy trong mé khi quan

4. Céch dung - Liéu ding

4.1. Liéu ding

Thubc bot Aftasol 100 mg

Tré em tiv 2-5 tuéi: 1 gbi/lan, 2-3 lan/ngdy (twong duong 200mg-300mg acetylcysteine mdi ngay).

Tré_em va thanh thidu nién tiv 6-14 woéi: 1 gbi/lan, 3-4 lan/ngay (twong duong 300mg-400mg
acetylcysteine moi ngay).

Nowoi Ién va_thanh thiéu nién =14 tuéi: 2 g6i/lan, 2-3 lan/ngdy (tuong duong 400mg-600mg
acetylcysteine mdi ngay).

Thude bot Aftasol 200 mg

Nowoi Ién va thanh thiéu nién tir 6-14 tudi: 1 goéi/lan, 2 lan/ngdy (tuong duong 400mg
acetylcysteine mdi ngay).

Newdi 16n va thanh thidu nién =14 tudi: 1 g6i/lan, 2-3 lan/ngdy (twong duong 400mg-600mg
acetylcysteine mdi ngay).

4.2. Cach dang

Thudc ding dudng ubng.

Hoa tan thudc trong % ly nudce va ding ngay.

5. Chéng chi dinh

- Qua mAn vdi hoat chit hodc bt ky thanh phan ta dugc nao ctia thube.

- Tién st hen (nguy co phan tmg co thit phé quan véi tat ca cac dang thude chua acetylcysteine).

- Tré em < 2 tudi v6i chi dinh tiéu chit nhay.

6. Canh bdo va thin trong khi ding thube

- Phai giam sat chat ch& ngudi bénh ¢6 nguy co phat hen néu dung acetylcysteine cho nguoi 6 tién
str di tng; néu c6 co thit phé quan, phai dung thudc phun mu gidn phé quan nhu salbutamol
(thudc beta2 adrenergic chon loc, tic dung ngén) hodc ipratropium (thudc khdng muscarin) va

phéi ngung acetylcysteine ngay.

- Khi diéu tri véi acetylcysteine, c6 thé xuét hién nhidu dom lodng & phé quén, can phai hat dé 14y
ra néu ngudi bénh giam kha ning ho.

- Kiém soat chit ch& hon dbi v6i tré em, ngudi bénh c6 thé trong dudi 40 kg.
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- Néu ¢6 nén dir doi khi udng thude thi can theo ddi chay mau da day hodc gidn thuc quan, loét da
day.

Thubc ndy ¢é chita:

Lactose: Bénh nhan bi r6i loan di truyén hiém gip nhu khong dung nap galactose, thiéu hut lactase

hoan toan hodc kém hip thu glucose - galactose khéng nén ding thude nay.

Aspartam: Aspartam dugc chuyén héa thanh phenylamin. chit nay co thé gy hai cho ngudi b
phenylceton niéu.

7. Sit dung thube cho phu nit ¢6 thai va cho con ba

Phu nit mang thai

Khong cé dit liéu vé st dung thudce trén phy nit ¢ thai, chi nén dung thudc néu loi ich vugt trdi so
véi nguy co.
Phu nit cho con bu

Thude ding an toan cho phu nit cho con bi.

8. Anh hwéng trén kha ning lai xe va van hanh may méc

Chua c6 bang ching vé anh hudng ctia thude 1én kha ning l4i xe, van hanh may moéc.

9. Twong tac va twong ky cua thude

9.1. Twong tic thudc

- Acetylcysteine 1a mot chat khi nén tuong ky héa hoc véi cac chét oxy hoa.

- Khéng duogc ding ddng thoi cac thudc ho khac hodc bét cir thude nao 1am giam bai tiét phé quan
trong thoi gian diéu tri bang acetylcysteine.

9.2. Twong ky ciia thuéc

Acetylcysteine phan tng véi mot s6 kim loai, dic biét sét, niken, déng va v6i cao su. Can tranh

thude tiép xtc véi cac chét do.

10. Tac dung khéng mong mudn ciia thube (ADR)

Acetyleysteine c6 gi6i han an toan rong. Tuy hiém gap co thit phé quan 18 rang trong ldm sang do

acetylcystein, nhung van c6 thé xay ra véi tat ca cac dang thube chira acetylcysteine.

Thuong gdp, ADR > 1/100

Tiéu héa: Budn ndn, ndn (dudng udng);

Tim mach: D6 bung, pht, tim dap nhanh.

It géip, 1/1 000 < ADR < 1/100

Than kinh: Budn ngt, nhirc dau, 1 tai.

HG hdp: Viém miéng, chay nudc mii nhiéu, ran ngay.

Da: Phat ban, may day.

Hiém gép, ADR < 1/1 000

Toan thén: Co thit phé quan kém phéan tng dang phan vé toan than, s6t, rét run.

THONG BAO NGAY CHO BAC ST HOAC DUGC SI NHUNG PHAN UNG CO HAI GAP PHAI
KHI SU DUNG THUOC

11. Qua lidu va xi tri

Triéu chung

Qué lidu acetylcysteine ¢6 triéu chimg tuong tu nhu triéu chimg cua phan vé, nhung ning hon
nhidu: Dac biét 1a giam huyét 4p. C4c triéu chimg khic bao gom suy ho hip, tan mau, dong méu rai
rdc ndi mach va suy than. Tt vong da xay ra & nguoi bénh bi qua lidu acetylcysteine trong khi dang

didu tri nhiém ddc paracetamol.
X tri

Diéu tri qué liéu theo tridu chiing.
12. Pic tinh dwoe luc hoc:
Nhém duwoce Iy: Thude tidu nhay
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Phan loai ATC: ROSCBO1

Duoc Iy va co ché tic dung

Acetylcysteine (N-acetylcysteine) 1a dan chdt N-acetyl cua L-cystein, mot acid amin tu nhién.
Acetylcysteine c6 tac dung tidu chit nhay do sulhydryl tu do lam giam do quanh ctia dom & phdi co
mu hodc khéng béng céch tach d6i cau ndi disulfua trong mucoprotein va tao thuén loi aé téng dom
ra ngoai bang ho, dan luu tu thé hodc bing phuong phép co hoc. Téc dung nay manh nhét ¢ pH 7 -
9 va khong b1 tdc dong do DNA.

13. Céc dic tinh vé dugc dong hoc:

- Sau khi udng, acetylcysteine dugc hdp thu nhanh & duong tieu héa va dat ndng do dinh trong
huyét twong khoang 0,5 - 1 gi¢r sau khi udng 1idu 200 - 600 mg, bi gan khu acetyl thanh cystein
va sau d6 duoc chuyén hoéa. Sinh kha dung khi ubng thdp va c¢6 thé do chuyén hoa trong thanh
rudt va chuyén héa bude diu trong gan. 83% thube gin véi protein huyét tuong. Do thanh thai
than c6 thé chiém 30% d¢ thanh thai toan than,

- Thé tich phan bd 12 0,47 lit/kg; ty 1& gin protein huyét tuong 83%.

14. Quy cach dong goi

Aftasol 100 mg: Hop 30 goi nhom ghép gidy x 0,5g

Aftasol 200 mg: Hop 30 goi nhom ghép gidy x 1g

15. Pidu kién bao quan, Han ding, Tiéu chufn chit lwong:

Piéu kién bdo qudan: Nhiét d6 khong qué 30°C

Han ding: 24 thang ké tir ngdy san xuét

Tiéu chudn chat wong: TCCS

16. Tén — Pia chi co s& sian xuit :

Cong ty TNHH DRP Inter
L6 EBS, Duong s 19A, Khu cong nghi¢p Hiép Phudce - Xa Hiép Phudc,
Huyén Nha Be, Tp. Hd Chi Minh.
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