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To hudmg dan sir dung thuéc bot

Aftasol

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

1. Thanh phin: Thude bot Aftasel ¢é 2 ham luong

Thanh phin cho | géi Aftasol 100 mg ~ Aftasol 200 mg
| Hoat chat: Acetylcysteine 100 mg 200 mg
| T4 dwge: Lactose, Aspartam, Mau Sunset yellow, Mui cam.

2. Dang bao ché: Thude bot
Mo ta san p;’-chm: Bot khé toi, mau hf‘)ng nhat, mui cam, vi chua ngot.
( 3. Chi dinh diéu tri

Tiéu chit nhdy trong bénh nhay nhét (mucoviscidosis) (xo nang tuyén tuy), bénh 1y hd hip c¢é dom

nhay quanh nhu trong viém phé quan cfp va man va lam sach thudmg quy trong mé khi quan

4. Céch ding - Liéu ding

4.1. Liéu diing

Thubc bt Aftasol 100 mg

Tré em tie 2-5 wéi: 1 goi/lin, 2-3 lan/ngay (twong duong 200mg-300mg acetylcysteine mdi ngay).

1ré em va thanh thiéu nién ty 6-14 tudi: 1 gbi/lin, 3-4 lan/ngdy (twong duong 300mg-400mg
acetyleysteine mdi ngdy).

Ngudi Ién va thanh thiéu nién =14 wéi: 2 goi/lan, 2-3 lan/ngay (tuwong duong 400mg-600mg
acetylcysteine mdi ngay).

Thube bét Aftasol 200 mg
Nowdi lom va thanh thiéu nién tir 6-14 tuoi: 1 g()if’lz‘in, 2 l::“mfngz‘iy (tuong duong 400mg
acctyleysteine méi ngay).
Newdi lén va thanh thidu nién =14 tudi: 1 géi/lan, 2-3 lan/ngay (twong duong 400mg-600mg
{ acetylcysteine moi ngay).

4.2, Cach diang

Thube ding dudong udng.

Hoa tan thude trong ¥ ly nuée va dung ngay.

5. Chéng chi dinh

- Qua man v6i hoat chét hodc bét ky thanh pl1§|11 ta duoc nao cua thude.

- "I'ién sir hen (nguy co phan (mg co thit phé quan véi tht ca cée dang thube chita acetyleysteine),

- Tré em < 2 tudi voi chi dinh tidu chit nhay.

6. Cinh béo va thin trong khi diing thude

- Phai gidm sat chat ch& ngudi bénh ¢6 nguy co phat hen néu dung acetylcysteine cho nguoi co tién
sit di tmg; néu c6 co thit phé quan, phai ding thude phun mu gidn phé quan nhu salbutamol
(thude beta2 adrenergic chon loc, tac dung ngén) hodc ipratropium (thude khang muscarin) va
phai ngimg acetylcysteine ngay.

- Khi diéu trj voi acetyleysteine, c6 thé xuft hién nhidu dom lodng & phé quéan, cin phai hit dé iy
ra néu ngudi bénh giam kha ning ho.

- Kiém soat chit ché hon dbi véi tré em, ngudi bénh co thé trong dudi 40 kg.
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- Néu ¢6 non dir dai khi udng thude thi cin theo ddi chay méau da day hodc gidn thue quan, loét da
day.

Thube nay ¢ chita:

Lactose: Bénh nhin bi rbi loan di Lruyén hiém pap nhu khéng dung nap galactose, thiéu hut lactase

hodn toan hodic kém hép thu glucose - galactose khdng nén ding thude nay.

Aspartam: Aspartam duge chuyén héa thanh phenylamin. chit ndy cé thé giy hai cho ngudi bi

phenylceton niéu.

7. Str dung thube cho phu ni ¢6 thai va cho con bu

Phy nit mang thai

Khéng ¢6 dit liéu vé sir dung thude trén phu nit ¢6 thai, chi nén ding thude néu loi ich vuot trdi so
vai nguy co.

Phu nit cho con bt

Thube ding an toan cho phu nit cho con b,

8. Anh huwong trén khi niing li xe va viin hanh may méc

Chua cé bing chiimg vé anh hudng cta thude 1én kha nang l4i xe, van hanh may mée.

9. Twong tic va twong ky ciia thude

9.1. Twong tdc thubc

- Acetyleysteine 1d mét chit khir nén tuong ky héa hoc vé6i cic chét oxy héa.

- Khoéng duge ding dong thoi cée thude ho khac hogc bat cir thude ndo lam giam bai tiét phé quan
trong thoi gian diéu tri bing acetylcysteine.

9.2. Tuong ky ciia thuéc

Acetyleysteine phan tng véi mot s& kim loai, dac biét sat, niken, dong va véi cao su. Can (rinh

thude tiép xtc véi cic chit do.

10. Tac dung khong mong muon ciia thude (ADR)

Acetylcysteine cé gidi han an toan rgng. Tuy hiém gap co that phé quan rd rang trong lam sang do

acetyleystein, nhung van cé thé xdy ra véi tit ¢4 céc dang thude chia acetyleysteine.

Thuong gdp, ADR > 1/100

Tiéu hoa: Budn non, ndn (duong udng);

Tim mach: 6 bimg, phu, tim ddp nhanh.

It gép, 1/1 000 < ADR < 1/100

Thén kinh: Budn ngul, nhirc ddu, U tai.

H6 hép: Viém miéng, chay nuwée mili nhidu, ran ngay.

Da: Phat ban, may day.

Hiém gdp, ADR < 1/1 000

Todn than: Co thét phé quan kém phan tmg dang phan vé toan than, sot, rét run.

THONG BAO NGAY CHO BAC ST HOAC DUGC STNHUNG PHAN UNG CO HAI GAP PHAI

KHI SU DUNG THUOC

11. Qua licu va xir tri

Triéu chitng

Qua liéu acetyleysteine €6 tricu chimg tuong ty nhu triéu chirng ctia phan vé, nhung ning hon

nhitu: Bic biét 12 gidam huyét ap. Céc triéu ching khac bao gdm suy ho hip, tan mau, déng méau rai

ric ndi mach va suy than. Ttr vong da xay ra & ngudi bénh bi qua lidu acetyleysleine trong khi dang

diéu tri nhiém doc paracetamol.

X tri

Pidu tri qué liéu theo tri¢u chiing.

12. Dic tinh dwge lye hoe:

Nhém duroc ly: Thude tiéu nhay
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Phdn loai ATC: ROSCBOI

Duge Iy va co ché tic dung

Acetylcysteine (N-acetyleysteine) 14 din chidt N-acetyl ciia L-cystein, mot acid amin tu nhién.
Acetylcysteine ¢6 tic dung tiéu chat nhay do sulhydryl tu do lam gidam do quanh cia dom & phdi 6
mi hojc khéng bang céch tach d6i ciu ndi disulfua trong mucoprotein va tao thudn loi dé tong dom
ra ngodi bing ho, din luu tu thé hoidc bing phuong phép co hoc. Téc dung nay manh nhit & pH 7 -
9 va khéng bi tac déng do DNA.

13. Céc dic tinh vé duwge dong hoce:

- Sau khi udng, acetylcysteine duoc hﬁp thu nhanh & dudng tiéu héa va dat néng dd dinh trong
huyét tuong khoang 0,5 - 1 gitr sau khi udng lidu 200 - 600 mg, bi gan khi acetyl thanh cystein
va sau d6 dugc chuyén héa. Sinh kha dung khi ubng thip va ¢é thé do chuyén héa trong thinh
rudt va chuyén héa budc dau trong gan. 83% thudc gin véi protein huyét tuvong. DO thanh thai
(han ¢o thé chiém 30% d¢ thanh thai toan than.

- Thé tich phan bd 13 0,47 lit/kg; ty 1& gén 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 gbi nhom ghép gidy x 1g

15. Pidu ki¢n bao quén, Han ding, Tiéu chuin chit leong:

Diéu kién béo quén: Nhiét 46 khéng qua 30°C

Han ding: 24 thing ké tir ngdy san xut

Tiéu chudn chat lwong: TCCS

16. Tén — Dia chi co so siin xuat :

Cong ty TNHH DRP Inter
L6 EB8, Dudng s6 19A, Khu céng nghiép Hiép Phude - Xa Hiép Phude,
Huyén Nha Be, Tp. HO Chi Minh.

3/3



