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]\3 0105 \rux HUGNG DAN SU DUNG THUOC

Ac xﬁ i'gf:f Iu \y va khuyen cho khi dung thude:
%Madamtay c‘w’ tré em”

e Hurdn 2}2 sir dung trude khi ding”
b\ béer f)/ 4c s§ hogc dugce s nhitng tac dung khéng mong mubn gip phai khi
g

strdun huﬁc”"
3. Thanh phén cong thirc thude: Mai goi 1,5 g thude cém chira:

Thanh phan Ham lwgng
Acetylcystein 100 mg
Té dugc vira da 1 gbi

Thanh ph?m ta dwoc: Lactose monohydrat, mannitol, natri saccharin, bot huong cam,
colloidal silicon dioxid, povldcn K30.

4. Dang bao ché: Thubc cdm (Ché phim dang cdm kho toi, déng nhét, mau tring hay
nga vang, mui thom).

5. Chi dinh:
Thube lam Ioang dom, hd tro didu tri tiéu chit nhdy trong céc rdi logn hd hap lién quan

dén tang tiét chat nllay quanh, nhot.

6. Cich ding va liéu dung:
Hoa tan gél thudc trong cde di cd sin nwdc dun soi dé ngudi, ubng thuéc ngay sau khi

hoa tan, udng thudc ngay sau bita &n.

Ngtrm 160 va tré em tir 7 tudi trd 1én: Ubng mot lidu don 600 mg/ngdy hodic udng 200
mg/lan x 3 lanf'ngay

Tré em tir 2 - 7 tudi: Ubng 200 mg/lan, 2 lan/ngay.

T Chnng chi dinh:
Qu4 mén véi acetylcystein hogic vdi bt ctr thanh phin nao cia thudc.

8. Canh b4o va thin trong khi diing thude:
Thude ¢6 chira lactose, than trong v6&i bénh nhin mic cdc rbi loan di tr uyen hiém giip vé

dung nap galactose, chirng thiéu hut lactase Lapp hodc rdi loan hép thu glucose-

galactose khéng nén dung thuoc nay.
Bénh nhan hen phé quéan ciin dugc theo ddi chit ché trong qua trinh diéu tri, néu xay ra

co thét phé quan, nén ngirng sir dung acctylcystem ngay lap tirc.
Str dung acetylcyqtem diic biét khi bit ddu diéu tri, c6 thé xuit hién nhiéu dom lodng &
phé quén. Néu bénh nhan khong thé khac dom hiéu qua, dé tranh «r dong dich tiét nén hit

dom.
Acetylcystein ¢6 thé gay nhiéu cho phuong phdp xét nghiém do mau dé xdc dinh

salicylat.

Acetylcystein c6 thé can thi¢p vao céc xét nghiém tim ketone trong nuréce tiéu.

Khi m& gbi bot ¢o thé c6 mui luu huynh, Pay 1a dic diém binh thuong ctia duge chét.
9. Sir dyng thube cho phu nit ¢é thai va cho con bi:

- Sir dung thude cho phu nir co thai:
Chua c6 nghién ciru day du vé dt‘mg thube cho phu niv mang thai, nén chi st dung thude

cho phy nit ¢6 thai khi that cén thiét theo sur chi din cy thé cuia bic s¥.

- Sur dung thude cho plu_l niv d‘mg cho con bu:
Chua c6 du thong tin ve su bai tiét ctia acetylcystein trong stta me. Nén khong thé loai trir

rii ro d6i vai tré so sinh dang b me.
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10. Anh huéng ciia thude 1én kha niing 1di xe, vAn hanh may méc:
Thube khong anh hurdng dén kha ning l4i xe va van hanh may méc.

11. Twong tac, twong ky ciia thudc:

Thude giam ho: Khéng nén ding dong thoi thude giam ho va acetyleystein vi ¢6 thé lam
giam phén xa ho, dan t6i su tich tu dich tiét phé quan.

Than hoat: Than hoat ¢6 thé lam giam tac dung cua acetylcystein.

Khéng sinh: Céc thir nghiém #77 virro chio thiy khi wén 1an khang sinh cephalosporin va
acetylcystein s& ¢6 mirc d6 khéng sinh bt hoat. Cén thén trong khi ding khéng sinh
duong udng it nhit hai gio trweée hodic sau khi dung acetylcystein.,

Nitroglycerin: Ding ddng thdi nitroglycerin va acetylcystein gy ha huyét ap dang ké va
ting cudng tic dung giin mach. Néu cin st dung dong thoi nitroglycerin va
acetylcystein, bénh nhén can dwoc theo doi va canh bdo vé ha huyét ap nghiém trong va
kém theo dau dau.

Xét nghigm: Acetylcystein c6 thé anh hudng dén két qua xét nghiém salicylat bang phan
tich so mau.

Twong ky:

Acetylcystein phan tmg vé6i 1 sd kim loai, diic biét sit, niken, déng va véi cao su. Cin
tranh thudc tiép xtic véi cac chat do.

12. Tac dyng khéng mong mudn ciia thudc (ADR):

Co quan It géip, Hiém gdip, Rdt hiém gdp, | Khong biét tan I
ADR > 1/1000 | ADR > 10.000, | ADR< 1/10.000 sudt gjo 040146
< 1/100 < 1/1000 7 tone 1
R(’:‘:i loan hé Qué min Soc phan vé, 5 ,f}‘(rmj
thong mién dich phan vé/phan THANH PH
tng phan vé %‘ff,,L“,,
R&i loan hé Dau dau NEmyt
than kinh
Tai va mé cung | U tai
rdi loan
R4i loan tim Nhip tim nhanh
Roi loan mach | Huyét ap thap Xufit huyét
mau
Ho hép, long Co that phé
nguc va trung quan, kho thd
thét
Roi loan tidu Non mira, tiéu | Khé tiéu
hoa chay, viém
miéng, bung
dau, budn non
Davaduéida | Mé day, phat
rdi loan mod ban, pht mach,
ngira
Roi loan chung | St Phi né mat

- Huéng dén cich xir tri ADR:
Pha lodng dung dich acetylcystein c¢6 thé giam phan (g gy non.
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Trudmg hop xudt hién hodc nghi nhé phan tmg phan vé, ngimg thubc va diéu tri cip ctru
phéan vé.

13. Qua liéu va xi tri;

- Triéu chirng qua liéu: Qua liéu cp tinh cta acetylcystein 6 thé gy ra céc triéu chitng
tiéu hoa nhw budn ndn, nén va tiéu chay.

- Xit tri: Khong co thude giai doc acetylcystein dic hiéu. Diéu tr triéu chimg va hd trg.
14. Dic tinh dwgre e hoce:

Acetylcystein (N - acetylcystein) la din chét N - acclyl cua L - cystein, mot amino - acid
tur nhién. Acety[r.,ystem co tac dyng lam tiéu chiit nhiy do sulhydr yl tr do lam gidm d¢
quanh cia dom & phdi ¢6 mu hoiic khong bing céch tach dbi cdu ndi disulfua trong
mucoprotein va tao thudn lgi dé téng dom ra ngoai bing ho, din luu tu thé hofc bing

phuong phéap co hec.

15. Pic tinh dwge dfng hoc:

Hdp thu: Sau khi udng, acetylcystein dugc hép thu nhanh & dudng tiéu héa va bi gan khir
acetyl thanh Lystem va sau dé dwoc chuyén héa,

Phén bé: Pat ndng dc,) dinh huyét tuong tlong khoang 0,5 dén 1 gidr sau khi uéng liéu 200
dén 600 mg. 83% thudc gin véi protein huyét twong. Thé tich phan bd Vala 0,47 lit/kg,
Chuyén héa: Chuyén hoa trong gan thanh cystein (chét chuyén héa c6 hoat tinh dugc ly),
diacetyleystein, cystein va disulphides hén hgp.

Thai triv: Acetylcystein duge théi ra h3u nhu chi & dang cdc chat chuyén héa khong hoat
tinh (sulphat vd co, diacetylcystein) qua thdn. Thoi gian ban thai trong huyét twong éi‘iﬁ\
acetylcystein khoang 1 glor va chil yéu duge xdc dinh boi su chuyén héa & gan nhan f\\
Chic ndng gan suy yéu din dén thoi gian ban huy trong huyét twong kéo dai 1én dén Sx
gir. Do thanh thai & thén chiém 30% @6 thanh thai toan thén. T/ /
17. Nhém duwge 1y: Thude tiéu chat nhay. {;4
Mi ATC: ROSCBOI.

16. Qui cAch déng gbi:

Hop 20 goi x 1,5 g thude cém kém t& huéng din sir dung.

Hop 30 goi x 1,5 g thude cdm, kém t& huéng din sir dyng.

17. Piéu kién bio quin, han ding, tiéu chuéin chit lwgng ciia thudc:

- Didu kién bio quan: Noi kho, nhiét do dudi 30°C.

- Han ding: 24 thang tinh tir ngdy san xudt (Han ding sau pha: thube dung ngay sau khi
pha).

- Tiéu chudin chit lugng: TCCS.

18. Tén va dla chi co sé' sén xudt:
CONG TY CO PHAN DUGC PHAM THANH PHAT

Pia chi: L6 CN1-6, khu cong nghiép Phi Nghia, xd Phii Nghia, huyén Chuwong My, thanh
phd Ha Ni, Viét Nam.
S6 dién thoai: 024.32009142.



