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 TO HUGNG DAN SU DUNG THUOC
DUNG DICH UONG

ANTIMUC 40 mg/ml

“Dé xa tam tay trée em”

“Doc ky huéng dén sir dung trude khi ding”

THANH PHAN

Hoat cht: Acetyloystein....oriiiiemiirirsesssmssassesens 40 mg/ml (4% kl/tt)

T4 duwge: Via du.

(Sorbitol 70%, sucralose, acid ascorbic, dinatri EDTA, methyl paraben, propyl paraben,

propylen glycol, tartrazin, huong vani, hueng tréi cay téng hop, natri hydroxyd, nuéc tinh
khiét).

DANG BAO CHE: Dung dich ubng.

Mo ta san phcfm: Dung dich thudc trong sudt, mau vang, huong vani trai cdy, vi ngot.
CHI PINH

Antimuc 40 mg/ml dugce chi dinh trong céc trudng hop sau:

- Viém phc quén man tinh: Trong viém phé quan man tinh (chirc nang phoi duy tri & murc
t6i thiéu + 50% gia tri binh thudng), acetyleystein duoc chi dinh didu tri 1au dai dé giam
nguy co va mirc dd nghiém trong cua cac dot cap.

- Xo nang: Trong truong hgp xo nang, diéu trj bing dudng ubng cé thé thay thé liéu phap
bang khi dung do tinh linh hoat cao hon.

- Nhiém tring duing hd hap cAp tinh: Acetylcystein duge dung dé diéu tr triéu chimg cho
tinh trang tang tiét dich nhdy va dich mu trong cic bénh vé dudng hd hép trén va dudi.

LIEU DUNG VA CACH DUNG
Liéu dung

& Quy cach chai i« . ;
Doi twgng # : Quy cach Quy cich Quy cich
diing thuge | (W dung coc dong kem theo | £,0/06: 5 1 | g6i 7,5 ml | ng/g6i 10 ml
dé dong thuoc)
Viém phé quin mgn tioh
Nguoi [on 600 mg (tuong dlm'ng 15 ml) 1 6pg/g(‘)i x3 (1 géix 2 --
va ré em mdi ngay, ngay ubng 1 - 3 lén. lan/ngay. lan/ngay.
sl s RTINS O RSO N
Tre em tir 2 400 mg (120 600 mg) (ttrcmg 1 ongfgm % 2 1 gol x 2 -
den 7 tudi duong 10 ml (3 - 15 ml)) mdi | -3 lan/ngdy. | lan/ngay.
ngay, ngay uong 2 - 3 lan.
B AR
Nguoi  Ion | 600 mg (tuong duong 15 ml) | 1 épgigéi x3 | 1goix2 -
va (ré em | moingay, ngay uong 3 lan. lan/ngay. lan/ngay.
trén o ruoi
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Tré em qir 2| 120 - 600 mg (twong duong 3 | 1 éngz‘géi x1 [1goix]1- --
dén 6 tuoi - 15 ml) mdi ngay, ngay udng | -3 lin/ngdy. | 2 lan/ngay.
2 -3 lan.

Theo nguyén tac chung, liéu ding nén duge hiéu chinh tuy thuge vao dap tmg ciia mdi bénh
A ¥ . A . ‘ A r N o \ ) A 4 , [ . 'ty
nhdn. Thoi gian diéu tri cé thé kéo dai tir vai tuan dén vai thang hodc diéu tri gidn doan.

Nluem lrung duwong ho llap ca]) tinh

Nguoi  Ion | 400 - 600 mg (tuong duong 10 1 ong/gm X 2 ]‘ goi X 2 1 ong/gcn |
va (ré em |- 15 ml) moingay, ngay uong | -3 lan/ ngay. | lan/ngay. lAn/ngay.
trén 7 tudi 1-3lan.

Tré em tir 2 | 400 mg (120 600 mg) (tucmg 1 éng/géi x2 | 1g6ix2 1 6‘11g/g6i %1
den 7 tudi duong 10 ml (3 - 15 ml)) mdi | -3 lan/ngay. | lan/ngay. lan/ngay.
ngay, ngdy uong 2 - 3 lan.

Cach dung

Thude sir dung dudmng udng.

C6 thé udng trudce hogc sau bita dn,

CHONG CHi PINH

Bénh nhan qua min v&i hoat chét hodc vdi bit ky thanh phin nao cia thude.

Tré em dudi 2 tudi.

CANH BAO VA THAN TRONG KHI DUNG THUOC 057¢
Do dic diém sinh ly ctia dudng thd & nhom tré em dudi 2 tdi, thude tiéu nhiy co thé gay tic CONC
nghén dudng ho hap do kha nang khac nho con bi han ché. Do d6, khong nén sir dung thude CO'pr
tiéu nhiy cho nhém tudi nay. Yocp
CAn théan trong khi str dung acetylcystein & nhitng bénh nhén bi loét da day hodic c6 tién sir loét ‘NTH
da day, c¢6 nguy co chay mau dudng ticu hoa (ticn st loét da day ta trang, gidn tinh mach thuc ——

A S PR 2 el 4 . o ; 3 i 5 J0 HO
quan), dac biét khi ding dong thoi véi cde thuoe khac ¢o tac dung kich g niém mac da day. S

Tuy nhién, ciing c6 bang chiing trén dong vat cho thay khong lam tang nguy co kich ting niém
mac da day do acetylcystein & liéu 1én té1 600 mg/mgay.

Bénh nhéan hen phé quan cén dugc theo ddi chat ché trong qua trinh didu tr. Néu xéy ra co thit
phé quan, cin ngimg ngay acetylcystein va tién hanh diéu t1j thich hop.

Acetylcystein c6 thé lam ting kha ning gy nén.

Viée sir dung acetyleystein, déc biét 14 khi bét déu diéu tri, c6 thé lam loang va lam ting thé
tich dich tiét phé quan. Néu bénh nhan khong theé khac dom hiéu qua, can duy tri duong tho
bang céch dan Iuu tu the va hut dich phé quin.

Acetylcystein ¢6 thé anh hudng 1én qué trinh chuyén héa histamin, do d6 can thén trong khi
diing lau dai cho nhiing bénh nhan khéng dung nap histamin, vi cé thé xay ra cac triéu chimg
khong dung nap (bao gom céc biéu hién nhu dau ddu, viém miii vin mach, ngta).

Cac tri¢u ching cua di img bao gbm ndi may day todn thén da duoc bao céo, ngimg dung y thude
‘néu khong kiém soét dugc céc triéu chitng bing thube.

C6 thé ¢6 mui luu huynh khi mo bao bi, day 1a mui dic trung cua acetyleystein.

Canh bdo ta duoc

Thanh phan thudc ¢é chira sorbitol, néu bénh nhan bi r6i loan di truyén hiém gip nhu khong
dung nap fructose, kém hap thu glucose-galactose hodc thiéu hut cnzym sucrasc-isomaltasc
khong nén diung thudc nay.
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Thuée nay c6 chira 33 mg natri (1a thanh phan chinh trong mubi an) trong mdi 5 ml dung dich,
twong dwong 1,65% khau phan natri t6i da mdi ngay duge khuyén cao cho ngudi lon 1a 2 g.

Thanh phén ta duoc ¢ chira tartrazin, methyl paraben, propyl paraben, cé nguy co gdy phin
g di tng.

SUDUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU

Phu nir ¢6 thai

C6 rét it dir liéu 1am sang vé viée sir dung acety Ieystein O phy nir c6 thai. Ngoai ra, cac nghién
ctru trén ddng vét khong chi ra tac dong c6 hai truc tiép hodc gian tiép lién quan dén doc tinh
sinh san. Dé phong ngira, t6t nhit nén tranh sir dung acetyleystein trong thoi ky mang thai. T\Teu
str dung trong thoi ky mang thai, cdn can nhic gitra nhimg loi ich va nguy co tiém 4n co thé
xay ra.

Phu nir cho con bu

Chura biét liéu acetylcystein va cac chét chuyén hoa co duoc bai tiét vao sira me hay khong
Khong thé loai trir nguy co dbi véi tré so sinh. Do d6, can can nhéc gitra lgi ich cia viée cho
tré bi me hay loi ich cua viée didu trj déi vdi nguoi me trude khi sa dung acetylcystein.

Kha ning sinh sin

Khong co nghién ctru vé anh huong cua acetyleystein ddi v6i kha nang sinh san ¢ nguoi. Céc
nghién ctu trén dong vt cho thay khong c6 anh huéng dén kha nang sinh san & li€u khuyén
c4o0.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Acetylcystein khong anh hudng dén kha nang 1ai xe va van hanh may méc.

TUONG TAC, TUONG KY CUA THUOC

Twong tic thube

Khdng nén dung dong thoi thude chéng‘ ho véi thude tiéu dom nhw acetyleystein, vi ¢6 thé lam
gidm phan xa ho dan dén tich tu dich tiét phé quan.

Than hoat tinh ¢6 thé lam giam téc dung cta acetylcystein.

Str dung ddng thoi nitroglycerin va acetylcystein ¢6 thé gay ha huyét 4p dang ké va tang gian
dong mach thai ducmg Néu bit bude ding dong thoi nitroglycerin va acetylcystein, can theo
ddi bénh nhéan vé tinh trang ha huyét ap, tinh trang bénh c6 thé tién trién nghiém trong va dau
dau ¢o thé Xay ra.

Cac nghién ¢t in vitro da chira ring acetyleystein ¢6 thé tuong tac hodc e ché tic dung véi
mot s loai khang sinh khi tron true tiép (bao gom: tobramycin, netilmicin, piperacillin, natri
amplclllm erythlomycm lactobionat, cefsulodin, ceftazidim, imipenem). Do dd, khong nén
trén 14n cac ché pham acetylcystein chung voi céc thube khic. Acetyleystein ding dudng udng
khong anh hudng dén sinh kha dung cua amoxicillin, erythromycin, doxyeyclin, bacampicillin,
thiamphenicol va amoxicillin két hop voi acid clavulanic. Vé sy tuong tac voi cac loai khang
sinh khac chwa duge ghi nhan. Tuy nhién, néu can dung déng thoi thude khang sinh hoic voi
céc thude ubng khéc, nén uong cach nhau hai gidr truée hodc sau khi udng acetyleystein hoic
lwa chon liéu phap khéc thay thé. Diéu nay khong ap dung cho khéng sinh loracarbef.

Str dung dong thoi acetylcystem va carbamazepin c¢6 thé din dén nong do carbamazepin trong
méu thap (dudi mic dicu tri).

Do tinh chat tao phire, acetylcystein ¢6 thé lam giam sinh kha dung cua cac mudi kim loai niing
nhur mudi vang, mudi sat va mudi calci. Néu dung dong thoi, nén chia nhé liéu dung
acetylcystein va cédc loai mubi nay hodéc lua chon liéu phap khac thay thé.

Tre em: Céac nghién ciru vé tuong tac chi duge thuc hién & ngudi 16n.
Xét nghiém
Acetyleystein c6 thé anh huong dén viée xde dinh mau sic cua salicylat.
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Acetylcystein 6 thé anh huong dén xét nghiém nude tidu tim thé keton.

Twong ky,

Do khong c6 cac nghién cru vé tinh tuong ky cia thude, khong tron 1an thude nay véi cac thube
khac.

TAC DUNG KHONG MONG MUON CUA THUOC (ADR)

Viée dung acetylcystein dudng ubng co phan tng khong mong muun thudong gip nhit la cac
phéan ing trén duong tiéu hda. Con cac phan g qua man bao gém sbc phan vé, phan img phan
vé/dang phan vé, co thit phé quan phu mach, phat ban va ngira dd dugc bdo cdo it gép hon.

Céc tAc dung khong mong mudn sau ddy duge bdo cdo véi cac tan sb tuong tng: Rdr thuong
8ap (ADR > 1/10), thuong gap (1/100 < ADR < 1/10), it gap (1/1.000 < ADR < I/]GG) hiém
gap (1/10.000 <ADR < 1/1.000), rdt hiém gap (ADR < 1/10.000) va khéng biét (tan sudt khong
thé dwoc wée tinh tiv dik lidu co san).

Hé co quan Tén suét Téc dung khing mong mubn
Rdi loan hé mién dich It gdp | Qud min cam.
Rdt hiém gap Séc phéan vé, phan ng phan vé, phan ing dang
_ phan vé.
Réi loan h¢ thin kinh It gap Dau déu.
Réi loan cin bing va It gap U tai.
thinh gide Réit hiém gap | Chéng mat. )
Roi loan tim mach Ir gap Nhip tim nhanh.
Réi loan mach mau Rdt hiém gdp | Xuét huyét.
Roi loan hé hép, long Hiém géip | Co thét phé quan, khé tho.
ngue va trung that w L,
Réi loan tiéu héa It gip Budn non, non, tiéu chay, viém miéng, dau bung.
Rat hiém gap | Khé tiéu.
Ro6i loan da va md Ir gdp May day, ban do, phu mach, ngira.
itz da Rat ﬂém gdp | Hoi ching Stevens-Johnson va hoi chimg Lyell®.
Réi loan chung Ir gdp Sét.
Khéng biét | Phu mit.
Xét nghiém It gap Ha huyét ap.

®): Trong nhitng trudmg hop rit hiém gap, cdc phan g da nghiém trong nhu hdi ching
Stevens-Johnson va hdi ching Lyell di duge béo cdo, ¢ 1ién quan tam thei dén viée st dung
acetyleystein. Do dé, trong lrlr(mg hop ¢6 nhiing thay doi khac trén da ho#ic niém mac, cin
thdng bdo ngay véi nhin vién y té va ngimg ding acetyleystein ngay lap tue.

Viéc giam két tap tiéu cau khl ¢6 mt acetyleystein di dugc xdc nhan trong mét sb nghién ciu.
Vé mit y nghia 14m sang van chua duoc xdc dinh.

Thong bdo ngay cho bdc si hegce dugc st nhitng phan ding co hqi gap phai khi s dung thuéc
hodic bdo cdo cdc phdn tng coé hai ctia thude vé Trung tim Quéc gia vé Théng tin Thudc va
Theo ddi phin itng cé hai ciia thuic

QUA LIEU VA CACH XU TRi
Qua liéu
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Chua c6 béo cao vé viéc xdy ra tac dung khong mong mudn nghiém trong khi dung 11.2 g
acetylcystein mdi ngay trong ba thang & ngudi trudng thanh khoe manh. Liéu ubng
acetylcystein 1én t&i 500 mg/kg cho thdy thubc duge dung nap ma khong cé bét ky déu hiéu
ngd doc nao.

Qua lidu acetylcystein ¢6 thé xay ra céc trifu chimg trén duong ticu héa nhu budn nén, non
mira va tiéu chay.

Cach xir tri

Khoéng c6 thude giai doc dic higu. Trong trrdng hop qua liéu acetylcystein, khuyén céo thuc
hién dicu tri triéu chirng thich hop.

CACPAC TINH DUGC LY

Duge lwe hoe

Nhém duoc ly: Thude 1am loang chét nhay
Ma ATC: RO5CBO1

Co ché tdc dung va tdc dung dwoc luc hoc

Acetyleystein c6 tac dung lam tiéu nhdy va lam loang dich nhdy va ma bang céch phé hiy chu
tric mucoprotein va dai phén tir acid nucleic, lam tang do nhdét dich nhay va mu cua dom va
cac chét tlet khéc. Cac dic tinh bo sung cua acetylcystein la 1am giam sur téng hop va tiét chét
nhiy cta té bao hinh dai, ting san xuét chit hoat d6ng bé mat bing cach kich thich t€ bao phdi
loai IT va kich thich hoat ddng ctia niém mac, dan dén cai thién do thanh thai cta niém mac. Co
chc hoat dong 1a do nhém thiol cé téc dung pha v lién ket disulfid, lam giam d6 nhdét cua dich
tiét. Do d6, acetylcystein gitp dAy nhanh qua trinh bai tiét cac chét nhay.

Acetylcystem con ¢6 tac dung chong oxy hoa truc t1ep thong qua nhom thiol nucleophilic tu do
(-SH) co kha néng llen két truc tiép voi cac nhdm 4i dién tir cia cac gde oxy hoa (oxy tu do,
anion superoxyd va gbe hydroxyl) Két qua la, acetylcystein bao vé ouj-antitrypsin (mt enzym
tre ché elastase) khoi bi bit hoat bai acid hypoclorous (mét chét oxy h6a manh dugc san xuat
bdi enzym mye]operomdase trong céc té bao thye bao duge hoat hoa). Ngoai ra, do trong céu
triic phan tir dé dang di qua mang té bao, trang té bao, acetylcystein bi khur acetyl dé tao thanh
L-cystein, mdt loai amino acid ¢6 vai tro quan trong trong qua trinh tong hop blu{dthlon (GSH).
GSH la mot tripeptit c6 mat o khip moi noi trong cde md khéc nhau cia co thé dong vat, dong
vai tro thiét yéu trong viéc duy tri kha ning hoat dong cua té bao ciing nhur tinh toan ven vé mét
hinh thai ctia ching. GSH la co ché phong vé ni bao chinh chong lai cac gbe oxy héa, ca ngoai
sinh va ndi sinh, va chong lai mbt s chit gay doc té bao, bao gdm ci paracetamol. Paracetamol
co téc dung giy ddc té bao bang céch 1am ting su suy giam GSH. Bang cach duy tri du trit
GSH day du, acetylcystein la thude giai doc dic hiéu cho tinh trang ngd dc paracetamol.

Tac dung chdng oxy hoa cia acetylcystein dugce cho 1a ¢6 thé giai thich cho két qua duoc md
ta trong nghién ciru clia Stav et al. Trong nghién ciu nay, acetyleystein 1200 mg moi ngay
trong 6 tuan duge so sanh véi gid duoc & 24 bénh nhan mac COPD. Két qua cho thay
acetylcystein dé cai thién ding ké v& kha ning hit vao va ging sirc (FVC), ¢6 thé 14 do giam
tinh trang giit khi.

Viéc st dung acetylcystein 600 mg x 3 1n/ngay (dudng ubng hodc dang xit) két hop véi
prednison v azathioprin da dugc danh gid trong m6t ndm & nhtmg bénh nhan bi xo phdi vo
can trong nghién ctu IFIGENIA. Trong nghién ciru nay, acetylcystein béo ton duge kha ning
sbng va kha ning khuéch tan carbon monoxyd. Trong nghién ctu ctia Tomioka va cong su,
acetylcystem duoc so sdanh véi bromhexin hydroclorid nhu mdt nhom d6i chung trong diéu tri
X0 phm vo can trong vong 12 thang. Acetylcystein da dugc quan sat thdy lam chém qua trinh
tién trién cia bénh véi cac bang ching trong gia tri do bdo hoa oxy, chup cat 16p vi tinh do
phén giai cao (HRCT) va ndng do6 huyét thanh KL-6, chwa phat hién thiy anh huong dén chie
ning phéi va chét lugng cude sbng.
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Da c6 nghién ctru vé v1e<, danh gia vi¢c dleu tri bang acetylcystein & bénh nhan xo nang cho
thdy acetylcystein déu duge dung voi liéu rét cao (1én dén 3000 mg mdi ngay trong 4 tuan) ma
khong gdy doc tinh ddng ké. Téc dung chéng oxy hoa cua acetylcystein co lién quan dén viée
giam dang ké hoat dong, cta elastase dom, mét yéu to chin doan v€ chirc ning phéi & bénh
nhén xo nang. Ngodi ra, acetylcystein con lam giam s6 luong bach cAu trung tinh khi duong ho
hép bj viém va trong trudng hop s6 luong bach cau trung tinh tiét elastase mét cach tich cue.
Duwge dong hgce

Héip thu

O nguoi, acetyleystein dugce hép thu hoan toan sau khi udng. Do chuyen hoa & thanh rudt va
tac dung 14n ddu & gan nén sinh kha dung dudng uong chia acetylcystein rat thip (khoéng 10%).
Khéng c6 sy khac biét nhiéu giira cic dang bao ché khac nhau.

O nhitng bénh nhin mic c4c bénh v& ho hdp hodc tim mach, nong do dinh trong huyét tuong
dat duoc sau 2 dén 3 gitr ding thude va duy tri & mic cao trong vong 24 gid. Néng a6 tbi da
trong huyét tuong dat dugc sau khi ubng acetyleystein la 2,6 mg/L.

Phan b6

Acetyleystein duge phan b ¢ ca dang khong ch(uyén{ hoa (20%) va dang chuyén héa (c6 hoat
tinh) (80%), chi yéu & gan, than, phoi va dich tiét phé quan.

Acet){lcys}ein co trong co th{'j% dudi ba dang: Dang tu do (}22%), dang lién két vdi protein théng
qua cau ndi disulfid khéng bén (16 - 22%) va dang lién ket véi protein dudi dang acid amin (58
- 64%).

Mirc d6 lién két v6i protein huyét twong 1a 82% & chudt va 97% ¢ cho. Dt ligu & nguoi chwa
duge ghi nhan.

Trong vong ba gi¢ sau khi uong 600 mg acetyleystein, ham luong glutathion trong dich rira phé
nang ting 1én déng ké, cho thay lidu ding ndy gy ra su chuyén héa c6 lién quan.

Thé tich phéan bd cla acetyleystein thay dbi trong khoang 0,33 - 0,47 L/kg. Ty I€ lién két vai
protein dat khoang 50% sau 4 gitr diing thudc va giam xudng con 20% sau 12 gid.

Chuyén héa

Sau khi ubng, acetylcystein chuyén hoéa nhanh chéng va rong rdi & thanh rudt va gan.
Acetylcystein duge chuyén hoa boi esterase & rudt va gan thanh sulfat vo co, cystein, cystin va
diacetylcystein. Cystein duge coi la chat chuyén héa ¢6 hoat tinh.

Thai trie

Ci4c chit chuyén héa chi yéu duge ddo thai qua nude tiéu. P thanh thai qua than chiém khoang
30% tong d¢ thanh thai cta co thé. Dudi 1% liéu dung ban dau duge bai tiét dudi dang khdng
doi.

Sau khi uéng, thoi gian ban thai trung binh (ti2) ctia acetylcystein [ 6,25 gidr (4,59 - 10,6 gio).

Thoi gian bén thai twong tmg cta pha phan bé trung binh 13 7,2 phat va ctia pha thai trir 1a 60
phut,

Do anh huémg chuyén hoéa 1an ddu quan trong, thoi gian ban thai cé thé ting t6i 80% trong
truong hop suy gan nang.

Tinh tuyén tinh/phi tuyén tinh

Duoc dong hoe cuia acetyleystein ty 18 thuin véi lidu dung trong khoang liéu tir 200 - 3200
mgfm2 dal Vé’l AUC va Cmax.

QUY CACH PONG GO1

Hop 20 6ng, 30 dng, 50 dngx 5 ml
Hop 20 goi, 30 goi, SO goéi x 5 ml
Hop 20 goi, 30 goi, 50 géi x 7,5 ml
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Hop 20 éng, 30 éng, 50 dng x 10 ml
Hop 20 goi, 30 goi, 50 géi x 10 ml
Hop 1 chai 45 ml, 75 ml (kém 1 cde dong).
BAO QUAN: Noi kh rdo, nhiét d6 khong quéa 30°C, trdnh 4nh sang.
HAN DUNG: 24 thang k& tir ngay san xudt.
Chai thude sau khi mé néip: Str dung trong vong 25 ngay.
TIEU CHUAN: TCCS.
Co s& san xuét:
CONG TY CO PHAN DUQC PHAM AN THIEN
L& C16, Puong S6 9, KCN Hiép Phuée, Xa Hiép Phude, TP HO Chi Minh

TP. Hd Chi Minh, ngay 04 thang 11 niim 2025
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