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ABBSIN 600
Vién nén sui bot Acetylcystein 600 mg

Doc ky huéng dén sie dung trieée khi ding. De xa tam tay tre em. Théng bdo ngay cho bdc sy
hodc duoc sy nhitng tdc dung khéng mong muon gdp phai khi st dung thude.

HUONG DAN SU DUNG THUOC CHO NGUOI BENH
. Tén thude: Abbsin 600.

. Thanh phén: M3i vién nén sui bot chira:

Hoat chdt: Acetylcystein 600 mg

Ta dwgc: Acid ascorbic, acid citric, natri hydrogen carbonat, natri carbonat, sorbitol,
macrogol 6000, natri citrat, natri saccharin, huong vi chanh,

. M0 ta san phdm: Vién nén sui bot mau trang, hinh tron, det, canh vét nghiéng.
. Quy cich déng goi: Hop 1 dng chira 20 vién nén sui bot.

. Thubc ding cho bénh gi? ’ ‘ '
Tiéu chat nhay trong bénh ly hé hap c¢6 dom nhay quanh nhu trong viém phé quan cap va
man.

. Nén dung thudc nay nhu thé nao va liéu lrgng?
Cich dung:

Hoa tan vién sti véi mdt cbe nude va ubng ngay.
Liéu lugng:

Ubng 1 vién/1 lan/ngay.

. Khi nao khong nén dung thudc nay?

- Tién st hen phé quan (nguy co phan tmg co thit phé quan voi tit ca cac dang thude chira
acetylcystein).

- Qua mén cam voi acetylcystein hogc bat cir thanh phan nao cua thude.

- Tré em < 2 tubi.

Téac dyng khéng mong muén:

Acetylcystem cO gidi han an toan rong. Tuy hiém gap co thit phé quan rd rang trong 1am
sang do acetylcystein, nhung van c6 thé xay ra voi tat ca cac dang thude chira acetylcystein.
Thwong gap, ADR > 1/ 100

Tiéu hoa: Budn ndn, non

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

It gdp, 1/1000 < ADR < 1/100

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

Ho6 hép: Viém miéng, chay nudc miii nhiéu, ran ngay.

Da: Phat ban, may day.

Hiém gap, ADR < 11000

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




0L

10.

11.

12.

13.

14.

1S.

16.

17.

Nén tranh dung nhirng thudc hogic thye pham gi khi dang sur dung thudc?

Acetyleystein la mot chat khu nén khong phu hop voi cac chat oxy hoa.

Khong dugc dung dong thoi cac thude ho khéc hodc bat ¢l thude nao lam giam bai tiét phé
quan trong thoi gian diéu tri béng acetylcystein.

Acetylcystein phan Gmg véi 1 s6 kim loai, dac biét sit, niken, dong va vai cao su.

Dung dich natri acetylcystein tuong ky vé 1y héa hoc véi cac dung dich chira penicilin,
oxacilin, oleandomycin, amphoterlcm B, tetracyclin, erythromycin lactobionat, hodc natri
ampicilin. Khi dung mot trong céc khang sinh trén & dang khi dung, thude d6 phai duge phun
mu riéng. ‘

Dung dich acetylcystein ciing twong ky vé Iy hoc véi dau iod. trypsin va hydrogen peroxyd.

Cin lam gi khi m{t lin quén khong dung thudce?

Bénh nhan nén udng licu thube da quen ngay khi nho ra. Néu gin t6i thoi gian uong liéu tiép
theo, héy bo qua liu quén dung, va udng liéu tiép theo nhu binh thuong. Khéng udng cling
lic 2 liéu.

Cin bio quin thude nhu thé nao?
Gitr thuoc ¢ nhiét do duoi 30°C.

Nhitng d4u hiéu va trigu chirng khi dung th ubc qua liéu:

Qua liéu acetylcystem ¢6 triéu ching tuong tu nhu triéu chimg cta phan v€, nhung néng hon
nhiéu: dic biét 1a giam huyét 4p. Céc triéu ching khac bao gdm suy hd hép, tan mau, dong
mau rai rdc ndi mach va suy than.

Cén phai 1am gi khi ding thudc qua4 lidu khuyén cdo0?
Diéu tri qua lidu theo tri¢u chimg.

Nhu’ng diéu cin thin trong khi dung thube:

Phai giam sat chat ch€ ngudi bénh co nguy co 1&n con hen, néu dung acetylcystein cho nguoi
c6 tién sir di img, néu c¢é co that phé quan, phai dung thude phun mi gian phé quan nhu
salbutamol (nhu beta — 2 adrenergic chon loc, tac dung ngin) hodc ipratropium (thudc khéng
muscarin) va phal ngung acetylcystein ngay.

Khi dleu tri véi acetyleystein, ¢6 thé xuat hién nhiéu dom lodng ¢ phé quan, can phai hut dé
lay ra néu ngucn bénh giam kha nang ho.

Sbc phan vé dan dén tu vong khi dung acetylcystein da duge béo céo, thuong xay ra trong
thoi gian 30 - 60 phit, can theo dai va ngimg thude néu phan tng xay ra va xu tri kip thoi.
Thén trong khi str dung thudc cho bénh nhan ma ché d6 an phai han ché natri vi trong thude
c6 mdt luogng natri tuong duong véi khoang 403 mg natri.

Than trong khi dung acetylcystein & ngudi viém loét da day, ta trang.

Khi nao cin tham vén bac sy, duge si?

Bénh nhan nén thong bao cho bac sy nhimng tac dung khéng mong mudn gap phai khi dung
thude.

Néu can thém thong tin xin hoi ¥ kién bac s§ hodce duoc si.

Han dung cia thude: ’
24 thang k¢ tir ngay san xuat.

Tén, dia chi, biéu twgng (néu c6) ciia co so sin xuit:
OU VITALE-XD (noi san xuat: Vitale Pringi)
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Vanapere tee 3, Pringi Viimsi, 74011 Harju County, Estonia.

18. Ngay xem xét siva ddi, cap nhit lai ndi dung hwong din si dung thude:

19/6/2017
HUGNG DAN SU DUNG THUOC CHO CAN BQO Y TE

Cac dic tinh dwge lye hoc:

Acetyleystein (N-acetyleystein) la din chat N - acetyl clia L - cystein, mdt acid amin tu
nhién. Duge ding lam thube tidu chit nhay va thude giai doc khi qua liéu paracetamol.
Acetyleystein ¢ tac dung tiéu chét nhay do sulhydryl tu do lam giam d¢ quanh cua dom o
phdi ¢6 mu hodc khong bing cich 14ch ddi ciu ndi disulfua trong mucoprotein va tao thudn
loi dé tong dom ra ngoai khi ho khac, dan lwu tu thé hodc bang phuong phép co hoge. Tac
dung ndy manh nhat & pli 7 — 9 va khéng bi tac dong do DNA. ,
Acetyleystein duge dung 1am thude giai doc gan khi qud lidu paracetamol va ¢o ché chinh
Xéc ciia tic dung bao vé cho gan chua duge biét diy di. Nghién ciru in vitro va trén dong vét
cho théy rang mdt lugng paracetamol bi chuyén hda bdi enzym cytochrom Pyso tao thanh chét
chuyén héa trung gian ¢6 doc tinh (N-acetyl-p- benzoqumonelmm N-acetylimidoquinon,
NAPQI) gdy hoai tu té bao gan, cdc chat nay dugc tlep tuc chuyén héa bang lién hop véi
glutathion dé duoce thai trlr qua nude tiéu. Trong qua lidgu paracetamol ¢6 thé gay ra thiéu hut
glutathion va vi vy giam su bét hoat cac chét chuyén hoa trung gian c6 doc tinh nay, ddng
thoi dudmg chuyén héa bing lién hop acid glucuronic va acid sulfuric tro thanh bio hoa.
Acetyleystein ¢6 tac dung béo v€ gan boi dd duy tri hoge khdi phyc nong dd glutathion cua
gan la chit can thiét dé lam bat hoat chit chuyén hoa trung gian cua paracetamol gdy doc cho
gan hodc nhu mot chét nén déi véi su lién hop cua cac chét chuyén héa trung gian co doc
tinh. Acetylcystein co tac dung bao vé gan tot nhat néu ding trong vong 8 gio sau khi bi qua
lidu paracetamol va cd thé cd tac dung sau 24 gio. Céc nghién ctru lam sang cho thdy ring,
khi udng acetycystein thi nong d6 thubc & gan cao hon so véi khi tiém tinh mach nhung hay
gy nén. C6 thé phai dung thude chong ndn.

Co ché chinh xéc acetylcysteln ¢d thé ngan dugc nhiém doc than do thube can quang con
chua biét rd. C6 thé nhidm doe than do thude can quang lién quan dén tao thanh loai oxygen
¢6 hoat tinh hodc lién quan dén giam hoat tinh cua chét khang oxy hoa; acetyleystein la mdt
chét khiang oxy hoa chira thiol nén ¢6 thé lam giam kha ndng gay hai t& bao cua cac goc
oxygen tu do phat sinh. Thém vao do, thube lam ting tac dung sinh hoc cda nitrogen oxyd
bing cach két hop véi oxyd tao thanh S-nitrosothiol 1a mot chat cé tac dung gidn mach manh.
Tuong tdc gitra acetylcystein vdi nitrogen oxyd ¢é thé han ché san xudt gbc peroxinitrat gdy
ton hai vi acetyleystein canh tranh véi goc superoxyd dé chiém nitrogen oxyd. Tuy nhién, cic
so ligu nghién ciru di ¢6 chua du dé duwa ra két ludn chinh xac vé hiéu qua cua acetylcystein
trong chi dinh phong suy giam chire ning than do st dung chét can quang.

. Cdce djc tinh dwge dong hoce:

Sau khi udng, acetylcystein dugc hép thu nhanh ¢ dudng 1i€u hoa va bj gan khur acetyl thanh
cystein va sau do duge chuyen héa, dat ndng d6 dinh huyel twong trong khoang 0,5 dén 1 giv
sau khi udng lidu 200 dén 600 mg. Sinh kha dung khi udng thap va co thé do chuyén hoa
trong thanh rudt va chuyen hoa buée diu trong gan. 83% thudc gin véi huyét trong. DS
thanh thai than cé thé chiém 30% d& thanh thai toan than.

Chi dinh:
Tiéu chédt nhay trong bénh ly hé hip ¢6 dom nhay quanh nhu trong viem phé quan cép va
man.
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4. Liéu lwgng va cach dung:
Cach dung:
Hoa tan vién sai voi mot cde nwde va ubng ngay.
Liéu lwgng:
Ubng 1 vién/1 lan/ngay.

5. Chong chi dinh
- Tién sur hen phé quan (nguy co phan Ung co thit phé quan véi tat ca céc dang thube chira
acetylcystem)
- Qué man cam voi acetyleystein hodc bt cir thanh phan nao cua thude.
- Tré em < 2 tudi.

6. Canh bdo dic biét va théin trong dic bi¢t khi sir dung:
Phai giam sat chat ch& nguoi bénh ¢ nguy co [én con hen, néu dung acetylcystein cho ngudi
c6 tién sir di tmg, néu c6 co thit phé quan, phai dung thudc phun mu gidn phé quan nhu
salbutamol (nhu beta — 2 adrenergic chon loc, tac dung ngén) hodc ipratropium (thudc khang
muscarin) va phal ngung acetylcystein ngay.
Khi dleu tri voi acetylcysteln c6 thé xuat hién nhiéu dom loding & phé quan, cin phai hut dé
ldy ra néu nguorl bénh giam kha nang ho.
Soc phan vé dan dén tu vong khi dung acetylcystein da duge bao céo, thuong xay ra trong »
thoi gian 30 — 60 phut, can theo ddi va ngimng thudc néu phan tng xay ra va xir tri kip thoi.
Than trong khi stir dung thube cho bénh nhan ma ché do an phai han ché natri vi trong thude
¢6 mdt lugng natri tuong duong vdi khoang 403 mg natri.

Than trong khi dung acetylcystein ¢ ngudi viém loét da day, ta trang. / 3
7. Sir dung thudc cho phu nir ¢6 thai va cho con bu: /
Phu nit ¢6 thai: Cac nghién curu trén dong vat khong cho thdy tic dung truc tiép hodc gian
tiép co hai ndo dbi voi doc tinh sinh san. Tuy nhién, van nén than trong va tranh dung thude R
trong thai ki. ’ ‘ ’ \"'
Phu nit cho con bu: Hién nay chua ¢6 du so lidu ve viéc li€u acetylcystein 6 ti€t vao sita me
khong. Khong loai trir kha nang thudc ¢6 thé gdy ddc cho tré so sinh/tré nho. M
A
8. Anh huéng 1én kha niing ldi xe va vin hanh miy méc: q‘g
Thudc ¢6 thé gay budn ngu, nhirc dau, nén than trong cho ngudi dang lai xe va van hanh may =

maoc.

9. Tuwong tic thude:
Acetylcystein la mot chét khur nén khdng pha hop véi cac chét oxy hoa.
Khong dugc dung dong thoi céc thude ho khac hodc bat cir thube nao lam giam bai tiét phé
quéan trong thoi gian dicu tri béng acetylcystein.
Acetylcystein phan ing voi 1 s6 kim loai, déc biét sat, niken, dong va véi cao su.
Dung dich natri acetylcystein twong ky vé 1y héa hoc véi cac dung dich chira penicilin,
oxacilin, oleandomycin, amphotericin B, tetracyclin, erythromycin lactobionat, hodc natri
ampicilin. Khi dung mot trong cac khang sinh trén & dang khi dung, thudc d6 phai duoc phun
mu riéng.
Dung dich acetylcystein ciing tuong ky vé ly hoc véi dau iod, trypsin va hydrogen peroxyd.

10. T4c dyng khéng mong mudn:
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Acetylcystein c6 gidi han an loan rong. Tuy hiém gdp co thit phé quan rd rang trong lam
sang do acetylcystein, nhung van cé thé xay ra voi tit ca cac dang thude chura acetylcystein.
Thuong gdp, ADR > 1/ 100

Tiéu héa: Budn ndn, ndn

Tim mach: Do bung, phu, tim dap nhanh.

It gap, 1/1000 < ADR < 1/100

Thén kinh: Budn ngu, nhirc dau, 0 tai.

H6 hip: Viém miéng, chay nudc miii nhiéu, ran ngay.

Da: Phat ban, may day.

Hiém gap, ADR < 1/1000

Toan than: Co thit phé quan kém phan tmg dang phan vé toan than, sét, rét run.

Qua lidu va cach xi tri:

Qua licu acetylcystein c6 triéu chimg twong tu nhu tri¢u chung cua phan vé, nhung nang hon
nhiéu: dic biét 1a giam huyét ap. Cac tridu chirng khac bao gom suy hé hép, tan méu, dong
mau rai rac ndi mach va suy than. Diéu tri qua liéu theo tri¢éu ching.

Diéu kién bio quén:
Gir thude & nhiét d6 dudi 30°C.

Han dung: ]
24 thang ke tir ngay san xuat.

Tén, dia chi cia co sé sdn xt!:’it:
OU VITALE-XD (noi san xuat; Vitale Pringi)
Vanapere tee 3, Pringi Viimsi, 74011 Harju County, Estonia.
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