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iV SU DUNG THUOC
.
0

[ Y SACHET Bt pha hén dich udng

THANH PHAN CONG THUC THUOC: cho | goi:

Thanh phin duge chit: Acetylcystein 200 mg.

Thanh phin ta duge: Pudng tring, Microcrystallin cellulose, aspartam, mau sunset yellow, bt mii cam, Aerosil-
200 vira du 1 goi.

DANG BAO CHE: Bot pha hdn dich mau vang cam, mii huong cam, bot dong nhét, khé toi.

CHI PINH
Tiéu nhdy trong céc bénh phé quén - phoi cép va man tinh kém theo ting tiét chat nhay.

CACH DUNG - LIEU DUNG:

Cdch diimg

Diing dwdng udng. Hoa tan thudc trong nira ly nuée va sit dyng ngay sau khi pha.

Liéu dimg

Ngudi 16m va tré em trén 7 tudiz 1 goi/lan, ngdy 3 ldn

Tré em tir 2 - 7 tudiz 1 g6i/lin, ngdy 2 lan

Thoi gian didu trj phu thude vio bénh sit va df ning ctia bénh, théng thudng 1a 5 - 10 ngdy trong giai doan cép.

.

Trong trudng hop bgnh h hdp man tinh va ding thudec kéo dai can tudn theo chi dan ctia bac si.

Trong thai gian diéu tri, udng nhiéu nude gitp hd tro tac dung tiéu dam cia acetylcystein.

CHONG CHI PINH:

Tién sit hen (nguy co phan ing co thit phé quan véi it ca cée dang thudc chita acetylcystein).
Qué min véi acetylcystein hogce voi bat el thanh phén ndo cia thudc.

Tré em < 2 tudi véi chi dinh tiéu chat nhay.

CANH BAO VA THAN TRONG KHI DUNG THUOC:

Phai giam sat chiit ch& ngudi bgnh ¢6 nguy co phdt hen néu dung acetyleystein cho ngudi co tién sir di tng; néu c6
co thit phé quan, phai ding thube phun mu gién phé quan nhu salbutamol (thudc beta2 adrenergic chon loc, tic
dung ngin) hofic ipratropium (thubc khdng muscarin) vi phai ngiing acetylcystein ngay.

Khi didu tri véi acetylcystein, c6 thé xuét hi¢n nhiéu dom loAng & phé quan, cAn phai hit dé 4y ra néu ngudi bénh
giam kha ning ho. Sbc phan vé dan dén tir vong khi dimg aceylcystein dd duge bio cio, thuong xay ra trong thoi
gian 30 - 60 phut, cén theo ddi va ngimg thudc néu phan (mg xay ra va xir tri Kip thoi.

Néu ¢6 nén dir doi khi ubng thude thi cin theo dai chay m4u da day hodc gidn thye quan, loét da day.

Aspartam 12 mt ngudn phenylalanin. N6 ¢6 thé 6 haiddi voi bénh bi phenylketon nigu (PKU), mdt chirng rdi loan

di truyén hiém gap trong dé phenylalanin tich tu do co thé khong thé loai bo chiing ding céch.
Thudc ¢6 chira sunset yellow c6 thé gy cac phan tmg di ing.

SU' DUNG THUOC CHO PHY NU' CO THAI VA CHO CON BU:

Cd thai:

Diéu tri qua liéu paracetamol bing acetyleystein & ngudi mang thai c6 kha niang ngan chiin duoc doc tinh cho gan &
thai nhi cling nhu & ngudi me.

Céc két qua nghién citu trén dong vit thi nghiém cho thay 18 thudc khong gy quai thai; tuy nhién, céc dir ligu nay
khéng cho phép suy rdng ra trén ngudi. Acetylcystein di qua hang rao nhau thai va dugc phat hién trong mau cudng
rén. Nhu mot bién phép than trong, nén trénh st dung acetylcystein trong thoi ky mang thai.

Cha con bii:

Hién khéng c6 théng tin lién quan dén sy bai tié
chura c6 céc dir liéu.

Trong trudng hop rét that cdn thiét sir dung hiy cén nhic dén loi ich ciia me va nguy co c6 thé c6 dbi voi thai nhi va
iré duge nudi biing sira me.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:

Khang ¢6 luu y ddc biét khi lai xe va van hanh may mdc.

TUGNG TAC, TUONG KY CUATH uolc:
Twong tac thude

t thude trong sira me, trénh ding trong lic nudi con bing stra me do
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Thuoe ho:

Ding dbng thoi voi thude tri ho c6 thé gdy the nghen dich nhdy nghiém trong do giam phan xa ho, vi vay kiéu két
hop didu tri nay nén dugc dua vao nhiing chi dinh didu tr that chinh xéc.

Thude khéng sinh :

Thir nghiém in vitro khi pha trdn khang sinh cephalosporin va acetylcystein, cho thédy ¢6 mot luong khang sinh bj
bat hoat. Luu ¥ khi sir dung, nén ding khang sinh ubng it nhat 2 gid trude hoic sau khi ubng acetylcystein.

Than hoat tinh cd thé lam giam tac dung cua acetylcystein.

Acetylcystein co thé lam tang tac dung gian mach cta niroglycerin. Do d6 cin thin trong khi st dung,

TAC DUNG KHONG MONG MUON (ADR):
Acetyleystein ¢é gi6i han an toan rong. Tuy hiém gip co thit phé quan 1o rang trong 1dm sang do acetylcystein,
nhung van c6 thé xiy ra véi tt ca cac dang thube chira acetyleystein.
Thieang gip, ADR > 1/100
Tiéu héa: Budn nén, non (dudng ubng).
Tim mach: D6 bimg, phi, tim ddp nhanh.
It gdp, 171 000 < ADR < 1/100
Thén kinh: Budn ngti, nhire dau, U tai.
Ho hép: Viém miéng, chay nuéc miii nhiéu, ran ngdy.
Da: Phat ban, may day.
Hiém gép, ADR < 1/1 000
Toan than: Co thit phé quan kém phén (mg dang phan v§ toan than, sot, rét run,
Huéng din edch xiv trif ADR
Diing dung dich acetylcystein pha lodng c6 thé giam kha ning gay non nhidu do thudc. Phai diéu trj ngay phan (ing
phéan v¢ bing tiém dudi da adrenalin (0,3 - 0,5 ml dung dich 1/1000), thé oxy 100%, dat ndi khi quan néu can,
truyén dich tinh mach dé tang thé tich huyét tuong, hit thudc chii vén beta-adrenergic néu co that phé quén, tiém tinh
mach 500 mg hydrocortison hogc 125 mg methylprednisolon.
C6 thé tre ché phan (mg qui mén véi acetyleystein bao gdm phét hong ban toan than, ngita, budn nén, nén, chong
mit, bang dung khang histamin truée. CO y kién cho ring qua mén la do co ché gia di Gng trén co s& giai phong
histamin hon 1a do nguyén nhan mién dich. Vi phan img qud man da xay ra téi 3% s6 ngudi tiém tinh mach
acetylcystein dé diéu tri qué ligu paracetamol, nén céc thiy thudc cén chi ¥ ding khéng histamin dé phong phan (g
do.

Théng bdo ngay cho bdc sT hodc dwge st nhing phan g c6 hai gdp phai khi sir dung thuéc.

QUA LIEU VA CACH XU TRi:

Qua lidu acetylcystein ¢6 tri€u ching twong tir nhu triéu chimg cua phan v§, nhung ning hon nhiéu: Djc biét la
giam huyét 4p. Céc triéu chimg khéc bao gbm suy h hip, tan méu, dong méu rai rac ndi mach va suy than. Tir vong
d& xay ra & ngudi bénh bi qua lidu acetyleystein trong khi dang didu tri nhidm dgc paracetamol. Ditu tri qué liéu
theo triéu chimg.

PAC TiNH DUQC LUCHQC:

Ma ATC: ROSCBO1,

Nhém duge ly: Thude tiéu chét nhay.

Acetylcystein (N-acetylcystein) la dan chit N-acetyl cia L-cystein, mgt acid amin tw nhién. Acetylcystein cé tac
dung tiéu chat nhay do sulhydryl ty do lam giam dd quinh ctia dom &

phdi ¢6 mi hojc khéng bing céch tach d6i cAu néi disulfua trong mucoprotein va tao thudn lgi dé tbng dom ra ngodi
bang ho, dan luu tu thé hoiic bing phuong phép co hge. Tac dung nay manh nhit & pH 7 - 9 va khang bi tac dong
do DNA.

Acetylcystein duge ding lam thudc giai doc khi qud lidu paracetamol va co ché chinh xéc cta tic dyng bio v§ cho
gan chua dugc biét ddy dii. Nghién ctru in vitro va trén dong vat cho thay

ring mot lugng paracetamol bj chuyén hod boi enzym cytochrom P450 tao thanh cht chuyén héa trung gian c6 dgc
tinh (N-acetylp-benzoquinoneimin, N-acetylimidoquinon, NAPQI) gdy hoai tir té bao gan, cac chét nay dwgc tiép
tuc chuyén hoa bing lién hop véi glutathion dé duoc thai trir qua nuée tiéu. Trong qué lidu paracetamol ¢6 thé gy
ra thiéu hut glutathion va vi vy giam sy bt hoat cac chét chuyén héa trung gian cé ddc tinh nay, dong thoi dudng
chuyén héa bing lién hop acid glucurenic va acid sulfuric tré thanh bdo hoa. Acetylcystein ¢ téc dyng bao v¢ gan
boi da duy tri hotic khoi phuc nong do glutathion cia gan la chat cAn thiét dé lam bat hoat chét chuyén héa trung
gian ctia paracetamol gdy dc cho gan hodc nhur mot chét nén déi voi sy lién hop cia cac chit chuyén hod trung gian
¢6 doc tinh. Acetyleystein cé téc dung bao vé gan tot nhit néu dung trong vong 8 git sau khi bi qua lidu paracetamol
vl ¢6 thé ¢6 thc dung sau 24 gid. Cdc nghién ctru lam sang cho thdy ring, khi ubn g ﬁcet;,'lcystein thi ndng dd thude &
gan cao hon so véi khi tiém tinh mach nhung hay gdy non. Co thé phai dang thudc chong ndn. Tiém tinh mach cho
ndng do huyét wong cao hon ubng va ¢ thé c6 tac dung ich lgi ngoai gan, nhung c6 thé gdy phan img phan vé. Co
ché chinh xéc acetylcystein ¢ thé ngén duge nhiém doc thin do thude can quang con chua biét rd. C6 thé nhiém
dgc than do thudc can quang lién quan dén tgo thanh loai oxygen c6 hoat tinh hofc lién quan dén giam hogt tinh clia
chét khéng oxy hoa; acetylcystein la mot chét khang oxy héa chira thiol nén ¢6 thé 1am giam kha néing gy hai té bao
clia cdc gbe oxygen tu do phat sinh. Thém vao d6, thudc 1am ting tac dung sinh hoc cua nitrogen oxyd bang céch
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két hop véi oxyd tao thanh S-nitrosothiol Ia mét chét 6 tac dung gidin mach manh. Tuong téc gitia acetylcystein véi
nitrogen oxyd c6 thé han ché san xuéit gbe peroxinitrat gay tdn hai vi acetylcystein canh tranh v6i géc superoxid dé
chiém nitrogen oxyd. Tuy nhién, céc so liéu nghién ctru d4 c6 chua du dé dua ra két lugn chinh xac vé hiéu qué ctia
acetylcystein trong chi dinh phong suy giam chirc nang thén do sir dung chiit can quang.

PAC TINH DUQC PONG HOC:

Sau khi udng, acetylcystein dwge hap thu nhanh & dudng tiéu héa va dat ndng do dinh trong huyét twong khoang 0,5
- | gitr sau khi uéng lidu 200 - 600 mg, bi gan khir acetyl thanh cystein va sau d6 duge chuyén héa. Sinh kha dung
khi ubng thip va ¢é thé do chuyén héa trong thanh rudt va chuyén héa bude du trong gan, 83% thudc gin voi
protein huyét twrong.

Thé tich phan bd 12 0,47 livkg; ty 16 gin protein huyét trong 83%.

QUY CACH PONG GOI: Hép 10 gbi x 2,0 g; Hop 30 g6i x 2,0 g; Hop 50 g6i x 2,0 g.
PIEU KIEN BAO QUAN: Noi khd, nhiét do khdng qua 30°C, tranh 4nh sang.

HAN DUNG: 36 thang ké tir ngdy sén xut,

TIEU CHUAN CHAT LUQNG: TCCS.

TEN, PJA CHI CUA CO SO SAN XUAT:

Cong ty Cb phiin Duwoc phim Cong ngh¢ cao Abipha

L6 dit CN-2, Khu cong nghiép Phii Nghia, Xa Phu Nghfa, Huyén Chwong My, Thanh phé Ha Noi
Dién thoai: 024.363253888; Fax: 024.363253888

Website: www.abipha.com.vn
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