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Acetilax 600 mg powder for oral solution
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600 mg

powder for oral solution

Laboratorios Cinfa, S.A. O

600 mg

powder for oral solution

Composition per sachet:
Acetylcysteine 600 mg.

For further information, please read the
leaflet.
Read the package leaflet before use,

Keep out of the sight and reach of children.

Laboratarios Cinfa, S.A. 0

Batch number and expiration date printing area

GIAM BOC

Yo SGhiot Cuomg

Qycinfa

DISENADOR / COLORES / MEDIDAS / FECHA/
DESIGNER COLORS MEASURES DATE
Pantone 389 C
Artworks @NEGRO 664 mm/77 mm 20/01/22

@ Pzntone Cool Gray 11 ¢| Sobre unitaric: 53 x 77 mm
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HUONG DAN SU SUNG THUOC
ACETILAX 600MG

o Doc ky huéng dén sir dung trude khi dimg. Néu cdn thém théng tin, xin hoi y kién bdc st hodc
dueoe st

o Théng bdo cho bdc st nhiing tdc dung khong mong muon gdp phdi khi sir dung thudc.

o Pé xa tdm tay tré em.

o Khong dimg thudc qud han in irén bao bi.

TEN THUOC: ACETILAX 600 MG

THANH PHAN CONG THUC THUOC:

M&i géi chira:

Théanh phan hoat chét; Acetylcystein 600 mg.

Thanh phén ta dugc: Aspartam (E-951), orange flavour, orange yellow S (E-110, CI= 15985),
manitol (E-421), colloidal anhydrous silica.

DANG BAO CHE: Bét pha dung dich udng
Mo ta: Goi chira bdt min mau vang vi cam.

CHI PINH:
Acetylcystein dugc chi dinh ¢ ngudi 16n dung 1am thudc tiéu chét nhay trong bénh viém phé quan
man tinh va c4c bénh 1y ho hip khéc ¢6 lién quan dén tang tiét chit nhdy diic quanh.

CACH DUNG, LIEU DUNG:

Lidu dung:

Liéu khuyén cdo trung binh 1a 600 mg/ngay.

Liéu ding ¢6 thé ting 1én theo hudng din diu tri cia bac s§ dua trén dénh gia két qué diéu tri.
Thoi gian diéu tri:

Thoi gian diéu tri phy thude vao ban chét va mirc do nghiém trong cua bénh va nén duge quyét
dinh bdi béc sy.

Tré em

Tré em trén 2 tudi va thanh thiéu nién

D4 an toan va hiéu qua ctia acetylcystein chua dwoe tiét ldp & tré em trén 2 tudi va thanh thiéu-
nién (xem “Canh béo va than trong”). Nén duing nhiing thudc khac ¢6 ham lugng acetyleystein
thip hon cho dbi tugng bénh nhén nay.

Tré em dudi 2 tubi

Acetylcystein 600 mg chdng chi dinh véi tré em dudi 2 tudi.

Noudi cao tudi

Dit ligu hién c6 con han ché & bénh nhén tir 65 tudi tro 1én.

Suy gan, suy thin

Chua cé ddy du dit liéu vé viée c6 can diéu chinh lidu trén bénh nhan suy gan hodc suy than hay
khong. Suy gan va suy than c6 thé lam giam do thanh thai va ting ndng do acetylcystein huyét
thanh, diéu nay co thé dan t6i su gia ting cic phan Gmg bét loi do tich liiy thudc.
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Ciach dung:
Hoa tan hoan toan luong thude trong goi bing mét lwong nude thich hop, udng ngay sau khi pha.

CHONG CHI PINH
- Qua min vdi acetylcystein hodc bt cir thanh phén nao cua thude.
- Tré em dudi 2 tudi.

CANH BAO VA THAN TRONG KHI DUNG THUOC

P4 c6 béo cdo vé phan tng nghiém trong trén da khi dung acetylcystein, nhung nhitng phan ting
nay hiém khi xay ra. Do d6, néu quan sét thiy bat ky thay dbi méi trén da va niém mac, bénh nhin
can tham khao ¥ kién cuia béc s§ ngay lap tc va ngimg str dung acetylcystein.

Than trong khi sir dung thude cho nhimg bénh nhéan co tién st loét dudng tiéu hoa. Acetylcystein
c6 thé gdy lodng va tang luong dich tiét phé quan, diic biét khi bét diu didu tri. Néu bénh nhan
khong thé khac dom, nén st dung cac bién phap hd trg thich hop (nhu din luu tr thé va hut bo).
Than trong khi sit dung thude cho bénh nhén hen suyén do nguy co co thit phé quan. Néu xay ra
co thit phé quan nén ngimg thude ngay l4p tic.

Than trong khi sit dung thude cho nhitng bénh nhan khéng dung nap histamin. Nén tranh diéu tri
dai ngay do acetylcystein anh huémg dén qua trinh chuyén hoa cta histamin va ¢6 thé din &én cac
tridu chimg khéng dung nap (vi du: nhirc déu, viém mii, ngia).

Suy gan, suy thin

Chra c6 dAy du dit liéu v& viée c6 can didu chinh liéu trén bénh nhan suy gan hodc suy than hay
khéng. Suy gan va suy thin c6 thé lam giam dé thanh thai va ting ndng do acetylcystein huyét
thanh, diéu nay c6 thé din t&i su gia ting cac phan tng bt loi do tich liy thube.

Khong cé bing chitng cho thiy hiéu qua cta acetyleystein trong diéu tri bénh xo nang.

Tré em

Thudc 1am tiéu chét nhdy c6 thé 1am tic nghén duwong the cia tré em dudi 2 tudi do dide diém sinh
Iy ctia hé hd hép & lira tudi nay. Kha ning téng dom cia phé quéan con han ché. Vi vay, chéng chi
dinh ding thude nay cho tré em dudi 2 tudi.

Tinh an toan va hidu qua clia acetylcystein chua duoc thiét 1ap & tré em tir 2 tudi trd 18n va thanh
thiéu nién, do thude c6 ham lrong acetyleystein cao. Nén ding nhimg thude khac ¢é ham luong
acetylcystein thdp hon cho déi twong bénh nhén nay.

Ta duoc

Aspartam

Thubc chita aspartam, 14 nguén sinh phenylalanin, ¢6 thé anh huéng dén nhiing bénh nhin bi
phenylceton niéu.

Orange yellow S

Thubdc chira orange yellow S, co thé gdy phan tng di mg. Thudc c6 thé gdy hen dic biét & bénh
nhén di ing vdi acetylsalicylic.

TUONG TAC, TUONG KY CUA THUOC

Thubc khéng sinh

Céac thtr nghiém in vitro di chi ra réing c6 sy bat hoat mdt sé loai khang sinh (tetracyclin,
aminoglycosid, fluoroquinolon, carbapenem, cephalosporin, penicillin) khi cac chit nay duoc tron
truc tiép voi acetylcystein. Vi véy, khang sinh nén duge din g riéng 1& va cach it nhit 2 gidr trude
hodc sau khi dung acetylcystein.
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Thube giam ho

Dung dbng thoi cac thude giam ho va acetyleystein 6 thé pay téc nghén dich nhdy nghiém trong
do giam phan xa ho.

Nitroglycerin

Str dung acetylcystein c6 thé 1am tang téc dung gidn mach va tre ché két tap tiéu cau cua glyceryl
trinitrate. Néu cén phai phéi hop hai thude nay, bénh nhén nén duoc theo ddi vé& nguy co ha huyét
ap.

Than hoat tinh

Phbi hop véi than hoat tinh c6 thé 1am giam hiéu qua cua acetyleystein.

Xét nghiém

Acetylcystein c6 thé anh huéng dén két qua dinh lwong salicylat trong phép so mau va co thé cho
két qua duong tinh gia trong xét nghiém ketone trong nude tiéu (mot thong sb hoa sinh cia xét
nghiém nuée tidu théng thudng duoc xac dinh cung véi glucose & bénh nhin dai thao duong).
Didu nay nén duge chi ¥ & nhitng bénh nhan ¢6 xét nghiém mau hodic nude tiéu trong khi dung
acetylcystein.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Théi ky mang thai

Dit liéu vé viée sir dung acetyleystein & phu nit mang thai con han ché. Céc nghién ctru trén dong
vét vé doc tinh sinh san chua diy di. Khéng khuyén cdo st dung acetyleystein trong thoi ky mang
thai.

Phu nit cho con bi

Chuwa 13 liéu acetyleystein/ chit chuyén hoa c6 duoc bai tiét vao sita me hay khéng. Nguy co dbi
vOi tré so sinh‘ khong th'é I.O:f:li trir. Quyét dinh n‘gimg c}w con bu hodc ngling/bd diéu tri bﬁng
acetylcystein can can nhac dén‘ loi ich ctia viéc dicu tri d6i v&i ngudi me va nguy co cé thé co dbi
véi thai nhi va tré duge nudi bang stra me.

Kha néng sinh san

Chua c6 dit liéu vé anh hudng cta viée st dung acetyleystein d6i véi kha ndng sinh san & nguoi.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC
Acetylcystein khong anh hudng dén kha nang 14i xe va vin hanh may méc.

TAC DUNG KHONG MONG MUON

Céc tac dung khéng mong muén duoc phén loai theo tin sudt:
Rét thudng giip (> 1/10);

Thuong gip (> 1/100 dén < 1/10);

ft gap (= 1/1.000 dén <1/100);

Hiém gip (> 1/10.000 dén < 1/1.000);

Rt hiém gip (< 1/10.000);

Khéng biét (Khéng thé wde tinh tir dit liéu 6 sin)

R&i loan hé mién dich:

ft gap: Phan tmg qua mén

Hiém gap: Séc phan vé, phan ting phan v&/ gia phan vé
R&i logn hé than kinh:

ft gap: Pau déu

Réi loan tai va mé dao:

it gap: U tai
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Réi loan tim:

It giip: Nhip tim nhanh

Rbi loan mach:

it gap: Ha huyét ap

Hiém gip: xuat huyét

R&i loan ho hip, long nguc va trung thit:

Hiém: Co thit phé quan, khoé thé

Réi logn tiéu hoa:

ft gap: Budn non, non, tiéu chay, dau bung, viém miéng

Hiém gap: Kho tiéu

Réi loan da va mé dwdi da

ft gap: Mé day, phat ban, phu mach, ngta.

R&i toan thin va tai vi tri ding thuibc

[t gaip: Sét

Chua biét: Phu

Acetylcystein c6 thé gy tac dung khéng mong mudn trén niém mac da day & bénh nhan c6 tién
sur loét da day té trang.

D3 ¢6 bédo cdo vé phan img nghiém trong trén khi ding acetylcystein, nhung nhiimg phan tmg nay
hiém khi xay ra. Do d6, néu quan sét thiy bat ky thay ddi mdi trén da va niém mac, bénh nhan cin
tham khao y kién cua béc s ngay 1&p tire va ngumg st dung acetylcystein.

Céc nghién ctru dd chimg minh sy giam két tap tiéu cau gy ra boi acetylcystein. Su lién quan vé
mat lam sang chua duge biét 3.

QUA LIEU VA CACH XU TRI

Chua ¢6 truomg hop ngd doc do qué liéu nao dugc quan sat thdy véi acetyleystein & liéu udng
thong thudng. Lidu ubng acetyleystein I8n t&i 500mg/kg duoc dung nap ma khéng co tac dung
ddc hai.

Triéu chimg qua liéu

Céc tridu chiing sau day da duoc bao cdo sau khi dung qua liéu thude tiém tinh mach acetyleystein:
phan tng phan v¢, co thit phé quan va da day-rudt cdc triéu chimg nhu budn non, non va tiéu
chay. Udng qué liéu c6 thé din dén dén cac tic dung khong mong mudn trén dudmg tiéu hoa nhur
budn ndn, nén v tidu chay.

Didu tri

Diéu tri qua liéu bao gdm diéu tri triéu chimg va diéu tri hd tro duge chi dinh theo tinh tran g lam
sang cua bénh nhan.

PAC TINH DUQC LUC HQC

Nhom duoc ly: Thude tiéu chét nhiy

Ma ATC: R05 CB01

Acetylcystein (N-acetylcystein) 1a din chdt N-acetyl clia L-cystein, mdt acid amin tu nhién.
Acetylcystein c6 tac dung tiéu chit nhay do sulhydryl tw do lam gidm d0 quanh cta dom & phdi
c6 mt hodc khéng bang cich tach d6i cau nbi disulfua trong mucoprotein va tao thudn loi dé tong
dom ra ngoai khi ho khac, ddn heu tir thé hoiic bang phwong phép co hoc.

PAC TINH DUQC PONG HQC

Hép thu:

Sau khi udng, acetylcystein duge hap thu nhanh va gan nhu hoan toan & dudng ti€u hoéa. Sinh kha
dung duémg ubng cia acetylcystein rat thip (tir 6 dén 10%) do chuyén héa 1an diu qua gan cao.
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O nguoi, ndng do tdi da trong huyét twong dat duge trong vong 1 dén 3 gio sau khi udng.

Phan bd

Acetylcystein lién két véi protein khoang 50%.

Khﬁng c6 thong tin vé acetyleystein cé qua hang rao méu ndo & ngudi hay khong.

Chuyén héa

Acetylcystein duoc chuyén héa & nhanh gan. Céc chit chuyén hoa tdn tai dudi 3; d&g khéc nhau
trong co thé: dang tu do thanh cystein, 13 chit chuyén héa c¢6 hoat tinh; gén véi pl\o{el bang lién
két disulphid khéng bén va két hop véi acid amin thanh diacetylcystein va cystein .
Thai trir: MAI
Acetylcystein duge thai trir chil yéu qua thdn dudi dang cac chit chuyén hoa khBnag@d hoat tinh
(sulphat vd co, diacetylcystein). Thoi gian ban thai sau khi ding thubc duong uang‘lg 06,25 gio.
Suy gan va suy thdn

P c6 bang ching cho thiy @b thanh thai cia acetylcystein ¢ thé giam dang ké dén 90% & nhimg
bénh nhén méc bénh thin giai doan cudi. Piéu nay c6 thé din dén thai gian ban thai dai hon déng
ké va gia tang phoi nhidm toan than véi acetylcystein & nhitng bénh nhén nay. Chua biét cac théng
sb trén c6 thé duoc ngoai suy & mie d6 ndo v6i cdce tinh trang suy thin mirc d6 nhe hon xay ra
trong qué trinh sit dung thudce.

Mot nghién ciru vé& bénh nhan mic bénh gan man tinh cho thdy chitc ning gan han ché lam ting
thei gian ban thai trong huyét tuong 1én dén 8 gid. P thanh thai toan phén cia acetyleystein da
giam déng ké sau 3 phit tiém tinh mach lidu 600 mg & 9 bénh nhan xo gan.

Neudi cao tudi

Dit liéu hién c6 cdn han ché & bénh nhin trén 65 tudi.

QUY CACH DONG GOT: Hép 20 goi
PIEU KIEN BAO QUAN: Bdo quan noi khd mét, nhiét d dudi 30°C
HAN DUNG: 24 thang k& tir ngdy san xuét

TIEU CHUAN CHAT LUQNG THUOC: Nha san xuit

TEN VA PIA CHI CO SO SAN XUAT THUOC:
LABORATORIOS CINFA, S.A. )

Pia chi: Ctra. Olaz-Chipi, 10. Poligono

: iﬁim(%éfé’, {fa\te-Navarre 31620, Tay Ban Nha.
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