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TO HUONG DAN SU DUNG THUOC
A. HUONG DAN SU DUNG THUOC CHO NGUOI BENH
1. Tén san phaim: MUCONERSI
Poc kj hwéng din sir dung trwée khi dung
Pé xa tim tay tré em
Thong bio ngay cho bac s§ hodc dwgc si nhirng tic dung
khéng mong mudn gip phai khi sir dung thude
2. Thanh phan: Cho 1 géi x 2 gam:
Acetylcystein 200 mg
Té dugce vira du 1goi

(Ta dugc gom: Puong trdng, microcystalline cellulose M101, natri saccharin, colloidal

anhydrous silica, bot hwong cam, vanilin, vitamin A, vitamin E, phc?'m mau sunset yellow)
3. M6 ti san pham: Cém thubc khd toi, mau vang cam, d6ng nhat, thom mui cam. vi ngot.
4. Quy cach dong goéi: Hop 30 goi x 2 gam.
5. Thudc ding cho bénh gi:
- Pugc dung lam thudc tiéu chit nhiy trong bénh nhdy nhét (mucoviscidosis) cua xo nang
tuyén tuy, bénh ly hd hip c6 dom nhdy quénh nhu trong viém phé quan cép va man, va lam
sach thuong quy trong mé khi quan.
6. Nén dung thudc nay nhu thé nao va li¢u lrgng:
Hoa véi nuée dun soi dé ngudi
Ngudi 16n va tré em trén 6 tudi: Udng 1 goi/lan x 3 1an/ngay.
Tré em tir 2 d&én 6 tudi: Ubng 1 goi/lan x 2 lan/ngay.
7. Khi nao khong nén dung thudc nay:
- Tré em duéi 2 tudi.
- Tién sir hen (nguy co phan tng co that phé quan véi tat ca cac dang thude chira acetycystein)
- Qua mAn v6i acetylcystein. ‘
8. Tac dung khong mong muon: (ADR)
Acetylcystein ¢6 gi6i han an toan rong. Tuy hiém gip co that phé quan rd rang trong lam sang
do Acetylcystein, nhung van c6 thé xay ra véi tit ca cdc dang thude chira acetylcystein.
Thuong gap, ADR > 1/100
Tiéu héa: Budn ndn, nén (dudng udng). phan tmg qua man (truyén tinh mach).
Tim mach: D6 bung, phu, tim dap nhanh.
It gap, 1/1000 < ADR < 1/100
Thén kinh: Budn ngi, nhirc dau, U tai.

H6 hap: Viém miéng, chay nudc miii nhiéu, ran gay.

Da: Phat ban, may day. (&/
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Hiém gdp, ADR < 1/1000

Toan than: Co that phé quan kém phan (mg dang phan vé toan than, sét, rét run.

HUONG DAN CACH XU TRi ADR

- Dung dung dich acetylcystein pha lodng c6 thé giam kha ning gay non nhiéu do thude. Phai
diéu tri ngay phan tg phan vé bang tiém dudi da adrenalin (0,3 - 0,5 ml dung dich 1/1000)
thé oxy 100%, dat ni khi quan néu cén, truyén dich tinh mach dé ting thé tich huyét tuong,
hit thudc cht van beta - adrenergic néu co thét phé quan, tiém tinh mach 500 mg
hydrocortison hoac 125 mg methylprednisolon.

- C6 thé e ché phan tmg qua mén v6i acetylcystein bao gdm phat hong ban toan than, ngira,
budn ndn, ndn, chéng mit, bing ding khang histamin trude. Co y kién cho ring qua man la

do co ché gia di tmg trén co s giai phong histamin hon 14 do nguyén nhan mién dich.

9. Nén tranh diang nhirng thudc hoiic thwe phdm gi khi dang ding thudc nay:

Thong bao cho bac si khi dang ding: thudc ho, thudc giam bai tiét phé quan, cic chat oxy -
hoa.

10. Cén lam gi khi mjt 1an quén khong dung thudc:

C6 thé udng lai theo dung lidu da chi ddn. Khong dung liéu gip doi dé bo sung cho liéu da
quén.

11. Cin bo quén thudc nay nhw thé nao: Noi khd, nhiét do khong qua 30C, tranh anh
sang.

12. Nhitng ddu hi¢u va triéu chirng khi dung thudc qua licu:

Acetylcystein co triéu chimg tuong tu nhu tri¢u ching clia phan vé, nhung ning hon nhiéu,
dac biét 1a giam huyét ap. Cac tridu chimg khéc bao gdm suy ho hap, tan mau, dong mau rdi
rac ndi mach va suy théan.

13. Cén phii lam gi khi ding thudc qu4 liéu khuyén cdo:

Cén dimng ngay thubc va dén gap béc si.

14. Nhirng diéu can thin trong khi dung thudc nay:

a. Cdc tinh trang cin thin trong khi diing thudc:

Phai gidm st chat ch& ngudi bénh c6 nguy co phét hen, néu ding acetylcystein cho ngudi co
tién sir di Gmg; néu c6 co thit phé quan, phai dung thuéc phun mu gian phé quan nhu
salbutamol (thudc beta - 2 adrenergic chon lgc, tac dung ngén) hodc ipratropium (thude khang
muscarin ) va phai nglirg acetylcystein ngay.

Khi didu tri voi acetyleystein, ¢6 thé xudt hién nhidu dom lodng ¢ phé quan, can phai hat dé
14y ra néu ngudi bénh gidm kha nang ho.

b. Cdc khuyén cio ding thuéc cho phu nit ¢é thai va cho con bii:

- Phu nit 6 thai: Chi ding thuéc cho phu nit c6 thai trong trudng hop that su can thiét
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- Phu nit cho con bu: Chua x4c dinh duoc thubc cé bai tiét vao sita me hay khong nén phai
thén trong khi st dung thudc & phu nit cho con bu.

c. Anh huéng cia thude ddi véi cong vi¢e (Ngudi van hanh may méc, dang ldi tau xe,
nguoi lam vige trén cao): Chua ghi nhan dugc béo céo phan tmg bét loi hodc chua c6 nghién
ctru ndo vé anh hudng cua thube 1én kha nang van hanh may moc, lai tau xe, nguoi lam viée
trén cao va cac truong hop khéac.

15. Khi nao cin tham vén béc sy:

Khi gap bét ki tac dung khong mong mudn hoic qué lidu cin dén gdp ngay bac s dé tham
van.

Néu cin thém thong tin xin hoi y kién bac sy hodc duoc si

16. Han dung cua thudc: 24 thang ké tir ngay san xuét.

17. Tén, dia chi ciia co' sé san xuét:

CONG TY CO PHAN DUQC - VAT TU' Y TE THANH HOA
Viin phong: 232 Tran Phii - Phwong Lam Son - TP. Thanh Héa
Cé 56 sin xuit: Sé 04 - Quang Trung - TP. Thanh Héa

18. Ngay xem xét sira doi lai to thong tin cho bénh nhén:

B. NQI DUNG HUONG DAN SU DUNG THUOC CHO CAN BO Y TE:
1. Cac dic tinh dwge luc hoce:
- Nhém duge 1y va ma ATC cia Acetylcystein: Nhém: Thude tiéu chét nhiy, thude giai doc.
Ma ATC: ROSCBO1.
Acetylcystein (N - acetylcystein) 1a dan chit N - acetyl cua L - cystein, mot amino - acid tu
nhién. Acetylcystein dugc dung lam thudc tiéu chat nhdy va thudc giai doc khi qua lidu
paracetamol. Thudc lam giam d6 quanh ctia dom & phéi c6 mu hodc khong bang cach tach doi
cau néi disulfua trong mucoprotein va tao thuén loi dé tong dom ra ngoai bang ho. dan luu tu
thé hoidc bang phuong phép co hoc.
2. Cac dic tinh dwgee dong hoc

Sau khi ubng, acetylcystein duoc hép thu nhanh & duong tiéu héa va bi gan khir acetyl thanh
cystein va sau do dugc chuyén héa. Dat nong d¢ dinh huyét tuong trong khoang 0.5 dén 1 gio
sau khi udng liéu 200 dén 600 mg. Kha dung sinh hoc khi udng thép va c6 thé do chuyén hoa
trong thanh rudt va chuyén héa budc dau trong gan. Do thanh thai than c6 thé chiém 30% do
thanh thai toan than.

3. Chi dinh:

- Puge dung lam thudc tiéu chét nhay trong bénh nhdy nhdt (mucoviscidosis) ctia xo nang
tuyén tuy, bénh ly ho hép c6 dom nhdy quanh nhu trong viém phé quan cép va man, va lam

sach thuong quy trong mé khi quan.
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4. Liéu dung, cich dung:

Hoa véi nuée dun soi dé ngudi

Nguoi 16n va tré em trén 6 tudi: Ubng 1 g6i/lan x 3 lAn/ngay.

Tré em tir 2 dén 6 tudi: Ubng 1 goi/lan x 2 lan/ngay.

5. Chong chi dinh:

- Tré em dudi 2 tudi.

- Tién sir hen (nguy co phan tng co that phé quan véi tat ca cac dang thudc chira acetycystein)
- Qua mén véi acetylcystein.

6. Cic trwdng hop thin trong khi dung thudc
a. Cdc tinh trang cin thin trong khi ding thudc:

Phai gidm sat chat ch& ngudi bénh c6 nguy co phat hen, néu dung acetyleystein cho nguoi co
tién sir di ung; néu c6 co thit phé quan, phai dung thuc phun mu gian phé quan nhu
salbutamol (thudc beta - 2 adrenergic chon loc, tac dung ngén) hoac ipratropium (thude khang
muscarin ) va phai ngig acetylcystein ngay.

Khi diéu tri véi acetylcystein, c6 thé xuat hién nhiéu dom loding & phé quan, can phai hat dé
ldy ra néu nguoi bénh giam kha nang ho.
b. Cdc khuyén cio ding thuéc cho phu nit cé thai va cho con bu:
- Phu nit ¢6 thai: Chi dung thuéc cho phu nit c6 thai trong truong hop thét su can thiét
- Phu nit cho con bu: Chua x4c dinh dugc thudc c6 bai tiét vao sira me hay khong nén phai
than trong khi sir dung thudc & phu nit cho con bu.

c. Anh hwéng cia thude d6i véi cong viée (Nguwoi van hanh may moéc, dang lai tau xe,
ngudi lam viée trén cao): Chua ghi nhan dugc béo cdo phan tmg bat loi hodc chua c6 nghién
ctru ndo vé anh hudng cua thude 1én kha ning van hanh may méc, lai tau xe, ngudi lam viée
trén cao va cac truong hop khéc.

7. Twong tic ciia thude véi cic thude khac va cdc loai twong tac khic:

- Acetylcystein 1a mot chat khir nén khong phit hop véi cac chit oxy - hoa.

- Khdng dugc dung ddng thoi cac thude ho khac hodc bat cir thude nao lam giam bai tiét phé
quan trong thoi gian diéu tri bing acetylcystein.

6. Tac dung khong mong mudn:

Acetylcystein co gii han an toan rong. Tuy hiém gip co thit phé quan rd rang trong lam
sang do Acetylcystein, nhung van c6 thé xay ra véi tit ca cac dang thudc chira acetyleystein.
Thuong gap, ADR > 1/100

Tiéu héa: Budn non, ndn (duong ubng), phan ing qué min (truyén tinh mach).

Tim mach: D6 bung, phu, tim dép nhanh.

It gap, 1/1000 < ADR < 1/100
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Thén kinh: Budn ngu, nhte dau, 1 tai.

Ho6 hép: Viém miéng, chay nuéc mili nhiéu, ran gay.

Da: Phét ban, may day.

Hiém gép, ADR < 1/1000

Toan than: Co that phé quan kém phan ing dang phan vé toan than, sot, rét run.

HUONG DAN CACH XU TRi ADR

- Dung dung dich acetylcystein pha lodng c6 thé giam kha ning gy non nhiéu do thuéc. Phai
diéu tri ngay phan tmg phan vé bing tiém duéi da adrenalin (0,3 - 0,5 m! dung dich 1/1000)
thé oxy 100%, dat ndi khi quan néu can, truyén dich tinh mach dé tang thé tich huyét tuong,

hit thuéc chi van beta - adrenergic néu co thit phé quan, tiém tinh mach 500 mg

hydrocortison hoac 125 mg methylprednisolon. 3
P
- C6 thé e ché phan tmg qua man véi acetylcystein bao gdm phét hong ban toan than, ngira)s

*

budn ndn, ndn, chéng mit, bang ding khang histamin trude. C6 ¥ kién cho rang qua man 14V
do co ché gia di ung trén co s& giai phong histamin hon 1a do nguyén nhan mién dich.
7. Qua lidu va cich xir tri:

Qué liéu acetylcystein c6 triéu ching tuong tw nhu triéu chimg ctia phan vé, nhung nang hon
nhidu, dic biét 1a giam huyét 4p. Céc triéu chimg khéc bao gdm suy ho hap. tan mau, dong
mau rai rac ndi mach va suy than. Tu vong da xay ra & nguoi bénh bi qua liéu acetylcystein
trong khi dang diéu tri nhiém doc paracetamol. Qua lidu acetylcystein xay ra khi tiém truyén

qua nhanh va véi liéu qua cao. Diéu tri qué lidu theo triéu chung.

Ngay A2 thangAZ.nam 2016
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