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MAXXMUCOUS®-AC 600
Acetylcystein 600 mg

Doc kj hueong dén sir dung trwde khi diong
Dé xa tdm tay tré em
Théng bdo ngay cho bdc sy hodc dwge sp nhieng téc dung khéng mong mudn gdp phii khi sir dung thudce

A. HUONG DAN SU DUNG THUOC CHO BENH NHAN

- Qué min vai acetylcystein hoic bét ky thanh phan nao cua
thude.
- Tré em dudi 2 tudi.

7. Téc dung khéng mong mudn (ADR)

1. Thanh phén: M3i vién nang cimg chira:
ACStVIeYStEIN i imvsmmivaninmmnsa i 600 mg
Td dugc: Natri starch glycolat, Colloidal anhydrous silica,
Magnesi stearat, Lactose.

. MG té sin phim:

Vién nang cimg s6 00, nip mau tring duc c6 in chir
AMPHARCO U.S.A mau den, than mau mau tréng duc ¢6
in logo A2 M® va 4 vach mau den, bén trong chira bot thude
mau tréng.

. Quy céch déng géi: Vi 10 vién. Hop 1 vi/tai nhom, 3 vi/tui
nhom, hodc 10 vi/tii nhém.

. Thudc diing cho bénh gi?

Vién nang cing MAXXMUCOUS®-AC 600 c6 chia
acetylcystein — ¢6 tac dung tiéu chat nhay lam cho ho dé
dang hon.

Vién nang cimg MAXXMUCOUS®-AC 600 ding dé diéu
tri rdi loan tiét dich phé quan, dic biét 1a trong céc réi loan
phé quén cAp tinh: viém phé quan cdp va dot cp cuia bénh
phdi man tinh.

. Nén dung thubc nay nhw thé ndo va lidu lwgng?

Luén luén ding MAXXMUCOUS®-AC 600 theo diing
chi dén ciia bdc s§. Kidm tra véi bac sy hoic dugc sy néu
ban khéng chéc chin,

Tiéu chét nhdy va cdc rdi loan phé quan cép tinh:

Nguoi Ién: mdi 14n ubng 600 mg/lan x 1 lan/ ngay.

Thoi gian udng thudc s& tiy thude vao tinh chat va mic do
bénh ciia ban va diéu nay do bac s§ ctia ban quyét dinh.

O nhing bénh nhan gap kho khan trong viéc tong dich
nhiy & phé quan (ngudi gid hodic ngudi bi suy nhugc) nén
uéng thubc vao budi sang.

Thoi gian diéu tri: khéng dugc qua 8 dén 10 ngdy ma
khéng c6 sir chi dan cla bac s.

Dy phong giam chirc ndng thin do thude cin quang:
Ubng 600 mg (1 vién MAXXMUCOUS®-AC 600), 2 lan/
ngay. Ding trong 2 ngay (bit ddu dung tir 1 ngay truéc khi
dung thudc can quang), tdng cong 4 lidu.

Cdch ding: Ubng thudc véi nude. Nén udng thudc sau bira
an.

Thubc nay khéng ding cho tré em va thanh thiéu nién. Nén
ding dang bao ché va lidu aetylcystein khac (nhu
MAXXMUCOUS®-AC 200) thich hop cho tré va thanh
thiéu nién.

. Khi nao khéng nén ding thube nay?

Khéng ding MAXXMUCOUS®-AC 600 néu:
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Gibng nhur tit ca cac thude khéc, thude ndy ciing c6 thé gy
ra cac tac dung phu, mic du khong phai ai cling gap phai.
Néu ban nhan thiy bat ky phan (mg phu nghiém trong ndo
du6i day, hdly ngimg dung thudc va tim ngay su trg gitp vé
y khoa.

Céc tac dung phu c6 thé gap khi dung thubc:

It gdp, 1/1.000 < ADR < 1/100

Hé mién dich: qué man.

H¢ than kinh: nhirc dau.

Tai va tai trong: U tai.

Tim mach: nhip tim nhanh.

Mach mdu: ha huyét 4p.

Tiéu héa: ndn, ti€u chay, viém miéng, dau bung, budn nén.
Da va mé dwdi da: ndi may day, phat ban, phi mach, ngura.
Toan than: s6t.

Hiém gip, ADR < 1/1.000

H6 hdp, ngue va trung that: co that phé quan, kho thd.

Tiéu hoa: kho tiéu.

Rdt hiém ggp, ADR < 1/10.000

Hé mién dich: sbc phan v¢, phan img phan vé.

Mach mau: xuét huyét.

Chuea biét tin sudt gip

Toan thdn: phit mit.

Huéng din cach xir tri ADR

ng co thé giam kha
nang gy nén nhiéu
Phai didu tri ngay phantng phan vé bing tiém dudi da
adrenalin (0,3 - 0,5/ml dung dich 1/1.000) thé oxy 100%,
dit ndi khi quan néu can, truyén dich tinh mach dé tang thé
tich huyét tuong, hit thudc cht vin beta-adrenergic néu co
thit phé quan, tiém tinh mach 500 mg hydrocortison ho#c
125 mg methylprednisolon.

C6 thé irc ché phan g qua man véi acetylcystein bao gom
phat hong ban toan than, ngira, budn nén, non, chéng mit,
bang ding khang histamin truéc. C6 y kién cho ring qua
mén 1 do co ché gia di img trén co s giai phong histamin
hon 14 do nguyén nhan mién dich. Vi phén (g qua mén da
xay ra toi 3% sb nguoi tiém tinh mach acetylcystein dé
diéu tri qua liéu paracetamol, nén cac thiy thudc can chi y
dung khang histamin dé phong phan g dé.

. Nén_tréinh_diang nhirng thudc hodc thuc phim gi khi

dang sir dung thude nay?
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10.

11.

12.

13.

Hay bao voi béc sy hodic duge sy néu ban dang duing, gén

day c6 ding hodic ¢6 thé diing bat ky thude nio khéc, dic

biét la c4c thude sau:

o Thude trj ho: khong nén ding vi ho gitip bai tiét dom.

o Than hoat tinh (dung trong diéu tri ngd dgc, tiéu chay).

o Thubc tri nhiém khudn nhu khang sinh cefalexin,
cefuroxim, cefadroxil, cefaclor, ceftriaxon. Thube nay
¢6 thé can tré hoat dong cua cdc khang sinh khi ding
ciing lic. Néu ban gip phai diéu nay, hay udng thudc
ndy cach it nhit 2 gid truéc hodic sau khi udng cée
khang sinh.

o Thudc tri dau thit nguc nhu nitroglycerin.

Cin lam gi khi mét lin quén khéng diung thude?

Néu quén khong dung thudc thi uéng liéu d6 ngay khi nhé

ra. Bo qua liéu da quén néu nhu thdi gian nhé ra gan voi

lidu tiép theo. Khong ubng don thém thudc vao lidu ké tiép

dé bu liéu da quén.

Cén béo quén thube nay nhw thé nao?

Béo quan & nhiét d¢ dudi 30°C, tranh dnh sang tryc tiép va

noi 4m uét.

Nhitng ddu_higu va triéu ching khi dung thudc qui

lidu?

Qué liéu acetylcystein c6 triéu ching tuong tu nhu trigu

chimg ciia phan vé, nhung nang hon nhiéu: dic biét 1a tut

huyét 4p. Cac triéu chimg khéc bao gdm suy hé hap, tan

méu, déng mau ndi mach lan téa va suy than. Tir vong dé

xdy ra & ngudi bénh bj qua liéu acetylcystein trong khi

dang diéu tri nhidm doc paracetamol. Qué liéu

acetylcystein xay ra khi tiém truyén qu4 nhanh va véi liéu

qua cao.

Cén phai 1am gi khi ding thudc qus liéu khuyén cfio?
Néu ban uéng qué nhiéu thube hogc ai d6 vé tinh udng phai

thudc ciia ban, hdly lién hé ngay véi béc s§, dugc sy hosc
bénh vién gan nhit.

Nhitng diéu cén than trong khi dung thude nay?

Hay béo v6i bac sy hoac dugc sy cua ban truée khi udng
acetylcystein néu ban bi:

o Néu ban bi hen suyén, vi ban c6 thé cin gidm sat chit
ché trong khi ding thuéc nay.

o Néu truée khi dung thubc ban bi giam hofic mét kha
nang ho. Néu vy, c6 thé can phai loai ddm bing céch
hut dom.

o Néu ban bj hozic 6 tién sir loét da day, thudc ndy c6 thé
gdy kich rng niém mac da day, dic biét khi ban dang
dung cac thudc khéc c6 nguy co gdy kich irng niém mac
da day.

Td dugec:

Vién nang cimg MAXXMUCOUS®-AC 600 c6 chira

lactose: Néu ban da dugc bac sy néi ring ban khéng dung

nap dugc mot s6 loai dudng, hdy lién hé véi bac s§ cia ban
trude khi dung thube nay.

Sir dung thube cho phu nif ¢6 thai:

Néu ban dang mang thai, nghi nge ¢6 thai hodc dy dinh

mang thai, hdy hoi y kién bac sy hoc dugc s§ truée khi

diing thudc nay.

Sir dung thude cho phu nir cho con b:

Néu ban dang cho con bii, hay héi y kién bac sy hogc duge

sy truée khi ding thudce nay.

Anh huéng t6i kha niing Idi xe va vin hanh mdy méc:

Acetylcystein thudng khéng anh huéng dén kha ning lai xe

va van hanh may méc. Néu ban gip phai cac tac dung phu

¢6 anh hudng dén cac kha nang ny, khéng 14i xe hoic vén
hanh may méc cho dén khi cic tic dung phu nay hoan toan
bién mét.

14. Khi nao cin tham vén béc sy, dwgc s¢
~Thong b4o cho bac sy, dugc sy nhimg tac dung bét lgi gap

phai khi st dung thuéc.

—Néu cin thém théng tin xin héi y kién béc sy hodc dugc s§.
15. Han diing ciia thude: 36 thang ké tir ngay san xuat.

B. HUONG DAN SU DUNG THUOC CHO CAN BQ Y TE

Tinh chit:

Duge luc hpc

Ma ATC: RO5CBO!

Acetylcystein (N-acetylcystein) 1a dan chét N-acety! cua L-
cystein, mdt acid amin tu nhién. Acetylcystein c6 tdc dung
tiéu chét nhdy do sulhydryl ty do lam giam d¢ quanh cua
dam & phdi c6 mi hoac khong bing cach tach d6i cau ndi
disulfua trong mucoprotein va tao thuén lgi dé téng dam ra
ngoai bing ho, din luu tir thé holic bing phuong phép co
hoc. T4c dung nay manh nhét & pH 7-9.

Co ché chinh x4c acetylcystein c6 thé ngan dugc nhiém
doc than do thudc can quang con chua biét rd. Co6 thé
nhiém dgc than do thudc can quang lién quan dén tao thanh
loai oxygen cé hoat tinh hodc lién quan gidm hoat tinh cia
chét khang oxy héa.
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Acetylcystein 12 mot chat khang oxy chfa thiol nén c6
thé 1am giam kha nang gy hai té bap cia cac gdc oxygen
tir do phat sinh. Thém vao d6 thudc 1am tang tic dung sinh
hoc cua nitrogen oxyd bing cach két hop voi oxyd tao
thanh S-nitrosothiol 14 mot chit c6 tac dung gidn mach
manh. Tuong tac giita acetylcystein voi nitrogen oxyd co
thé han ché san xuit géc peroxinitrat gdy tén hai vi
acetylcystein canh tranh véi gdc superoxid dé chiém
nitrogen oxyd. Tuy nhién, céc sb liéu nghién ciru da cé
chua di dé dua ra két luan chinh xdc vé hiéu qua cua
acetylcystein trong chi dinh phdng suy gidm chirc nidng
than do sir dung chét can quang.

Duwge djng hoc

Sau khi udng, acetylcystein dugc hép thu nhanh & dudng
tiéu hoéa va dat ndng d6 dinh huyét tuong trong khoang 0,5
dén 1 gio sau khi uéng liéu 200 dén 600 mg, bi gan khir
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acetyl thanh cystein va sau d6 dugc chuyén héa. Sinh kha
dung khi udng thip va c6 thé do chuyén héa trong thanh
rudt va chuyén héa buée dau trong gan. DB§ thanh thai than
c6 thé chiém 30% do thanh thai toan than.

Thé tich phan bb 12 0,47 lit/ kg; ti 1& gin protein huyét
tuong 83%.

Chi dinh

Vién nang cimg MAXXMUCOUS®-AC 600 dugc ding
lam thubc tiéu chdt nhdy trong bénh nhdy nhét
(mucoviscidosis) (xo nang tuyén tuy).

Vién nang cimg MAXXMUCOUS®-AC 600 ding dé diéu
tri ri loan tiét dich phé quan, dic biét 1 trong céc rdi loan
phé quan cdp tinh: viém phé quan cip va dot cp cia bénh
phéi man tinh.

Li¢u lugng v cdch diing

Lidu ding:

Tiéu chét nhly va céc rdi loan phé quan cép tinh:

Nguwoi [én: m3i 1dn udng 600 mg/ldn x 1 1an/ ngay.

Thoi gian diéu tri: khong dung qua 8 dén 10 ngdy ma khong
¢6 chi din ctia bac s¥.

Bénh nhén bj suy giam kha ndng ho (ngudi gia va suy
nhuge) nén udng thude vao budi sang.

Dy phong gidm chirc ning thin do thubc cin quang:
Ubng 600 mg (1 vién MAXXMUCOUS®-AC 600), 2 lan/
ngay. Ding trong 2 ngay (bit ddu dung tir 1 ngdy truéc khi
dung thudc can quang), tong cong 4 liéu.

Cicl ding: Ubng thudc véi nudc. Nén udng thube sau bira
an.

Thude nay khong ding cho tré em va thanh thiéu nién. Nén
ding dang bao ché va lidu aetylcystein khac (nhu
MAXXMUCOUS®-AC 200) thich hgp cho tré va thanh
thiéu nién.

Chong chi dinh

Quéa min véi acetylcystein holic bt ky thanh phé“m nao cua
thudc.

Tré em dudi 2 tudi.

Canh béo va théin trong

Phai gidm sat ch#t ch& ngudi bénh cé nguy co phat hen,
néu dung acetylcystein cho ngudi c6 tién sir di img; néu c6
co thit phé quan, phai ding thudc phun mi gian phé quan
nhur salbutamol (thuéc beta-2 adrenergic chon loc, tac dung
ngin) hodc ipratropium (thube khang muscarin) va phai
ngimg acetylcystein ngay.

Khi diéu tri v6i acetylcystein, c6 thé xudt hién nhiéu dam
loang & phé quan, can phai hut dé ldy ra néu ngudi bénh
giam kha niing ho.

S6c phan vé din dén tir vong khi diing acetylcystein da
dugce bdo cdo, thudng xdy ra trong khoang théi gian 30 —
60 phit, cin theo ddi va ngimg thudc néu phan (mg xay ra
va xur tri kip thoi.

Néu c6 non dir doi khi udng thudc thi can theo ddi chay
mau da day ho#c gidn thuc quan, loét da day.

Viéc két hop acetylcystein véi cac thude giam ho hozc lam
khé dich tiét 1a khong hop ly.
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10.

Thén trong khi dung thudc cho bénh nhan bi loét da day ta
trang.

Td diegc:

Vién nang cimg MAXXMUCOUS®-AC 600 c6 chira
lactose. Nhimg bénh nhin c6 bénh di truyén hiém gap
khong dung nap galactose, thiéu hut lactase hosc kém hap
thu glucose-galactose khong nén ding thudc nay.

Sir dung thubc cho phu nit ¢6 thai

Dir liéu vé viéc dung acetylcystein trén phu nir ¢6 thai bi
han ché. Cac nghién ciru trén dong vét thi nghiém khéng
cho thdy c¢6 doc tinh trén sinh san. Acetylcystein c6 qua
nhau thai. Khong c6 dir li€u cho thdy ¢ nguy co ¢6 hai cho
tré. Trong thoi ky mang thai, viéc ding thubc nay chi duge
cin nhic néu can thiét.

Sir dung thude cho phu ni¥ cho con bu

Chua biét acetylcystein c6 bai tiét qua dwogc sita me hay
khéng. Nguy co cho tré bi me khong dugce loai trir,

Anh hudng t6i khi ning 14i xe va vin hianh miy méc
Acetylcystein khong c6 hoic anh hudng khéng dang ké Ién
kha ning lai xe va vin hanh may moéc.

Tuong tic thude

Khéng duge dung ddng thi cac thudc ho khac hodc bét cir
thudc nao 1am giam bai tiét phé quan trong thoi gian diéu
tri bang acetylcystein.

Than hoat tinh c6 thé lam giam téc dung cua acetylsystein.
Céc thir nghiém & in-vitro cho thay khi tron 14n khang sinh
nhém cephalosporin va acetylcystein, c6 mdt lugng khéng
sinh bi bat hoat. Do d6 than trong nén dung khang sinh
dudng udng it nhat 2 gid truéc hodc sau khi ding
acetylcystein. ) |
Dung dong thdi nitroglycerin va acetylcystein gdy ha huyét !
ap dang ké va din dén sy gian nd dong mach thai duong -
kém c6 thé khdi phat con dau dau. Néu phai dicu tri dong
thoi nitroglycerin va acetylcystein, bénh nhén nén dugc
theo d&i va canh bao vé ha huyét ap ning va kém dau dau.
Téc dung khong mong mudn (ADR

It gdp, 1/1.000 < ADR < 1/100
Hé mién dich: qua min.

H¢ than kinh: nhirc d4u.

Tai va tai trong: U tai.

Tim mach: nhip tim nhanh.
Mach mdu: ha huyét ap.

Tiéu hoa: non, tiéu chay, viém miéng, dau

Da va mé dieéi da: nbi may day, phat ban,
Toan thdn: sbt.

Hiém gidp, ADR < 1/1.000

Hoé hap, nguc va trung thdt: co thit phé quan, kho thé.

Tiéu hoa: kho tiéu.

Rét hiém gdp, ADR < 1/10.000

H¢ mién dich: sbc phan vé, phan tmg phan vé.

Mach mdu: xuit huyét.

Chura biét (Khong thé woc tinh dwoc tir dit liéu sin c6)
Toan thén: phu mit,

Huéng din cach xir tri ADR

Dung dung dich acetylcystein pha lodng c6 thé giam kha
nang gdy nén nhiéu do thudc.



https://trungtamthuoc.com/

Phai diéu trj ngay phan ing phin vé bing tiém dudi da
adrenalin (0,3 - 0,5 ml dung dich 1/1.000) th¢ oxy 100%,
dat ndi khi quan néu can, truyén dich tinh mach dé tang thé
tich huyét twong, hit thuéc chii vn beta-adrenergic néu co
thit phé quan, tiém tinh mach 500 mg hydrocortison hosc
125 mg methylprednisolon.

C6 thé (rc ché phan img qua min véi acetylcystein bao gbm
phat héng ban toan thén, ngra, budn nén, ndn, chéng mit,
bing dung khang histamin truéc. C6 y kién cho ring qua
mén 12 do co ché gia di img trén co s& giai phéng histamin
hon 14 do nguyén nhan mién dich. Vi phan tmg qua man da
xdy ra t6i 3% sb ngudi tiém tinh mach acetylcystein dé

11.

diéu tri qua liéu paracetamol, nén cac thy thudc can chu y
diing khang histamin dé phong phan tmg dé.

Qui liéu va cach xir tri

Triéu chitng: qué liéu acetylcystein c6 triéu chimg twong ty
nhu triéu chirng ciia phan vé, nhung ning hon nhiéu: dic
biét 1a tut huyét 4p. Céc triéu chimg khéc bao gbm suy hé
hép, tan mau, déng m4u ndi mach lan téa va suy than. Tir
vong d4 xdy ra & ngudi bénh bj qué lidu acetylcystein trong
khi dang diéu tri nhiém doc paracetamol. Qué lidu
acetylcystein xay ra khi tiém truyén quéa nhanh va véi liéu
qua cao.

Diéu tri: trong trudng hop qua lidu, khuyén cdo diéu tri qua
liéu theo triéu chimg.

San xudt va Phan phdi boi:
CONG TY CO PHAN DUQC PHAM AMPHARCO U.S.A
Khu Cong Nghiép Nhon Trach 3, X3 Hiép Phuéc, Huyén Nhon Trach, Tinh bbd
Dién thoai: 02513 566202; Fax: 02513 566203

A A AMPHARCO U.S.A

Ngay xem xét sira dbi, ¢

TUQ CUC TRUBNG
P.TRUONG PHONG
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