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San xuat tai: THANH PHAN: N COMPOSITION:
CONG TY TNHH SANOFI-AVENTIS VIET NAM Acetylcysteine Acetylcysteine 100 mg Acetylcysteine . 100 mg
123 Nguyén Khodi, Q4, Tp. HS Chi Minh, Viét Nam Té dugc vira du 0,5 g/géi Thuéc long dam Excipients gs:... .05 g/sachet
Theo hop déng véi: Chi dinh, céch dung, chéng chi dinh va i inistrati
CONG TY CPDP SANOFI-SYNTHELABO VIET NAM it . SRl siakRficatlon;. ,
10 Ham Nghi. Quan 1, Tp. H Chi Minh, Viét Nam cacthong tin khac: . contraindications and other information:
ghlsuenl; 1p- i Xin doc trong t& hudng dan sir dung See the package insert
Manufactured by: i 2 AR
SANOFI-AVENTIS VIETNAM Co.Ltd. ® Gilf&naikh, nhiét d6 dudi 30°C ® Store in dry place, at temperature below 30°C
123 Nguyen Khoai, District 4, Ho Chi Minh City, Vietnam o Déxatam tay t:'é em g ® Keep out of reach of children
e Docky hudng dan sirdung truéc khi ding Danhd| ‘o tré em ® Read carefully the package insert before use
Under contract with: For chilc 'ren
SANOFI-SYNTHELABO VIETNAM PHARMACEUTICAL SHAREHOLDING COMPANY Hop 30 g6ix0, 5gthubccém
10 Ham Nghi, District 1, Ho Chi Minh City, Vietnam Box of 30 sache tsx 0.5 g granule

sanofi~' synthelabo
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Vung khéng in va khéng phi mang
40x20mm
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Acetylcysteine 100 mg | CONG TY TNHH SANOFI-AVENTIS VIET NAM

Thuéc long dam: | 123 Nguyén Khodi, Q4, Tp. H8 Chi Minh, Viét Nam
i Theo hop déng véi:
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1 10 Ham Nghi, Quan 1, Tp. H6 Chi Minh, Viét Nam
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ACEMUC®

Acetylcysteine 100 mg
Thuéc cém

DOC KY HU'ONG DAN SU¥ DUNG TRU'G'C KHI DUNG.
DE XA TAM TAY TRE EM.

THONG BAO NGAY CHO BAC SI HOAC DUQ'C ST NHIPNG TAC DUNG KHONG MONG MUON GAP
PHAI KHI SU’ DUNG THUOC.

THANH PHAN, HAM LUQNG CUA THUOC:

Cho 1 géi:

Acetylcysteine ................ 100 mg

Ta dworc vira da: aspartame, hwong cam, Yellow color No.6, lactose monohydrate.

MO TA SAN PHAM:
Thudc com, thodng mui cam, vi ngot, tan trong nwéc.

QUY CACH PONG GOI:
Hop 30 gdi, g6i 0,5 g

PHAN 1: HFYONG DAN SU DUNG THUOC CHO BENH NHAN

THUOC DUNG CHO BENH Gi

Acemuc 100 mg duoc dung dé tiéu chat nhay trong bénh hé hap cé dam nhay quanh nhw trong viém phé
quan cép va man tinh. Thuéc tac déng béng cach lam cho dam loang hon gitp ho khac dam dé dang
hon.

ot

NEN DUNG THUOC NAY NHU THE NAO VA LIEU LUONG

Dung duwéng ubng. Hoa tan thuéc trong nira ly nwéc va dung ngay.

Tré em tr 2 — 7 tudi: 200 mg/ 1an x 2 lan/ngay.

Théi gian diéu tri phu thudc vao bénh sl va dé néng cla bénh, thong thwéng 1a 5 - 10 ngay trong giai
doan cép. Trong trwéng hop bénh hé hdp man tinh va dung thubc kéo dai can tuan theo chi dan cida bac
si.

Trong thei gian diéu tri, ubng nhiéu nwéc gidp hé tro tac dung tiéu dam cla acetylcysteine.

KHI NAO KHONG NEN DUNG THUOC NAY

Khéng dung Acemuc 100 mg khi nguwi bénh:

- Bi bénh di truyén phenylceton niéu

- Cé tién st hen ‘

- Bi qua man véi acetylcysteine, cac chat cé céu truc hda hoc twong tw khac, hodc bat cir thanh phan
nao clia thuéc

- Tré em dudi 24 thang tudi

TAC DUNG KHONG MONG MUON
Gidng nhw moi loai thubc khac, thubc nay cé the gay tac dung khéng mong muén trén mot sb nguoi. Hay
ngwng dung thubc va lién hé ngay va&i bac si néu xay ra tac dung khéng mong muén rét hiém sau (xay ra

dwdi 1 trong 10.000 ngu&i):
- phan trng di t’ng n@ng, de doa tinh mang. D&u hiéu nay c6 thé bao gdm: phat ban, kho nuot khé theo,

phu né vung méi, mé&t, cd hong hoac Iwdi.

- Xuat huyet nhiéu
- da xuét hién nét bdng giop, xuét huyét, troc vay, hodc cac mang bong nuéc.



It gap (c6 thé xay ra trén 1 trong 1.000 nguoi): Tang man cdm; Budn ndn, ndn, tiéu chay, viém miéng,
dau bung; D6 birng, phu, tim dap nhanh, ha huyét ap: Nhirc dau, U tai: Chay nwéc mii nhiéu, ran ngay:
Phat ban, may day, phu mach, ngtra; Sot

Hiém gép (c6 thé xay ra duéi 1 trong 1.000 ngudi): Kho tiéu; Co that phé quan, khé the: Phan rng dang
phan vé toan than, rét run.

Théng bao cho bac ST, duoc sT céc téc dung khéng mong muén gap phai khi st dung thuéc.

NEN TRANH DUNG NH(PNG THUOC HOAC THYC PHAM GI KHI BANG SU DUNG THUOC NAY

Hay théng bao cho bac sT hodc duoc si néu dang dung, gan day co dung hodc co thé dung béat ky thuoc.
nao khac:

- Thuéc diéu tri ho (vi du xi-rd ho)

- Than hoat tinh, dung dé diéu tri ngé déc

- Thuoc khang smh dé diéu tri nhiém trung. Lwu y khi st dung cung véi khang sinh, nén dung khang sinh
uéng it nhét 2 gi® trwdre hodc sau khi udng acetylcysteine.

- Thuéc diéu tri dau that nguc

Acetylcysteine la moét chét khir nén twong ky héa hoc véi chét oxy-héa. Acetylcysteine cling twong ky voi
mat s6 kim loai nhw s&t, déng, va cao su, trypsin, chymotrypsin. Cén tranh thuébc tlep xdc v&i cac chét do.
Khong co6 yéu cau than trong dac biét nao khi dung thudc nay véi thirc an, nwdc udng hosc reou.

CAN LAM Gi KHI MOT LAN QUEN DUNG THUOC

Néu quén dung thuéc, hay dung thuoc ngay khi nh¢ ra. Dung liéu ké tlep theo thoi gian théng thudng
nhw bac sT da ké toa. Tuy vay, néu thei gian quén dung da gan liéu ké tlep, hay bé qua liéu quen dung;
chi dung liéu ké tiép nhw lich trinh binh thuwéng. Khéng duoc dung liéu gap doi dé thay thé cho liéu quén
dung.

Néu cén thém théng tin, hdy xin y kién cta béc sT hodc duwoc sT.

CAN BAO QUAN THUOC NAY NHU THE NAO
Gir & noi kho, nhiét dd dwai 30°C.
Pé thudc xa tdm tay va tdm nhin cla tré em.

NH(PNG DAU HIEU VA TRIEU CHUPNG KHI DUNG THUOC QUA LIEU
Triéu chirng qua liéu thwerng kha nang: tut huyét ap, uc ché ho hép, co théat phe quan, tan huyét, déng
mau ndi mach rai rac, va suy than; ngoai ra cé thé c6 réi loan tiéu héa (nhw budn nén, nén, tiéu chay).

CAN PHAI LAM Gi KHI DUNG THUOC QUA LIEU KHUYEN CAO
Khi dung qua liéu khuyén céo, hay lién hé ngay véi bac si hodc co sé 'y té gan nhét dé dwoc xt tri. Hay
nhé mang theo vé hdp va céac géi thube con lai.

NHNG DIEU CAN THAN TRQNG KHI DUNG THUOC NAY

Hay théng bao cho bac si hodc duoc s trwdre khi dung Acemuc 100 mg:

- Neu trwéc khi dung thude nay ngwoi bénh bi giam kha nang ho hoac khong thé ho, vi khi d6 ho c6 thé
can thiét 3& khac dam sau khi thudc nay lam dam loang hon.

- Néu nguwoi bénh dén han lam xét nghiém mau hodc nuéc tiéu, vi thudc nay coé thé &nh hudng dén mot
vai xét nghiém.

Cén than trong khi si dung & nhirng bénh nhan bj loét da day - ta trang, suy gan.

Nguy co xuét hién sbc phan vé sau khi dung thuéc.

N&n va budn nén do thubc co thé 1am ting nguy co xuét huyét tiéu hoa trén bénh nhan da cé bénh Iy nay
twr trwwdre.

Thubc c6 chira lactose; bénh nhan bi bénh di truyén hiém gap cla chirng bat dung nap galactose, thiéu )
hut Lapp lactase hodc kém hép thu glucose — galactose khéng nén dung thubc nay. ANUE

Phu nir c6 thai hodac dang nudi con bang sira me 4
Nhw maét nguyén téc chung, hay xin y kién ctia bac si hodc dwoc si truedc khi dung bét ky thuée gi trong 3

th&i ky mang thai hodc dang nudi con béng stra me.



Anh hwéng caa thube déi véi cong viec
ThuAéc khéng :q_éy anh hwdng dén viéc lai xe ho&c van hanh may méc. Néu xay ra tac dung khéng mong
muon, tranh lai xe va van hanh may moc cho dén khi c4c triéu chirng nay bién méat hoan toan.

KHI NAO CAN THAM VAN BAC Si, DUQ'C Si

Can tham van bac si, dwoce si khi ngwoi bénh:

- bi bénh hd hap man tinh va diing thuéc kéo dai

- xay ra tac dung khéng mong muén

- bi bénh gan

- dung qua liéu khuyén cao

Né‘u ngudi bénh khéng chac rang c6 bt ky van dé nao néu trén hodc can thém théng tin xin hoi y
kién bac si hodc dworc si.

HAN DUNG CUA THUOC
24 thang ké tir ngay san xuét

TEN DIA CHi CO SO SAN XUAT

Cdéng ty Trach Nhiém Hiru Han SANOFI-AVENTIS VIET NAM

123 Nguyén Khodi, Q4, Tp H& Chi Minh, Viét Nam

Theo hgp déng véi

Céng ty Cé Phan Dwoc Pham SANOFI-SYNTHELABO VIET NAM
10 Ham Nghi, Quéan 1, Tp H4 Chi Minh, Viét Nam

NGAY XEM XET SIPA DOI CAP NHAT LAI NOI DUNG TO' HWONG DAN SUF DUNG THUOC:

PHAN 2: HFYONG DAN SU DUNG THUOC CHO CAN BO Y TE

CAC DAC TiNH DUQ'C LU'C HQC, DU'Q'C DONG HOC:
Nhém dwoc ly diéu tri: Thube tiéu dam, ma ATC: RO5CBO1

Tinh chét dwoc Iwe hoc:

Acetylcystein [a mét chat lam long dam, tiéu nhdy. Thubc cé tac dung tiéu nhay do nhém thiol (-SH) tw do

lam gidm d6 quanh ctia dam & phdi c6 ml hodc khéng, béng cach tach déi ciu ndi disulfua trong

mucoprotein va tao thuan loi dé tbng dam ra ngoai bang ho, dan Iwu tw thé hoac bing phwong phap co 5
hoc. o
Ngoai ra, acetylcysteine con co tac dong chéng oxy-héa triec tiép, do cé nhém thiol tw do, nhém nay cod

kha nang twong tac trec tiép v&i cac nhém wa dién tich clia cac gbe tu do oxy-hda.

Tinh chat dwoc dong hoc:

Sau mét liéu ubng tir 200 mg dén 600 mg, acetylcysteine nhanh chéng dwoc hap thu, dat ndng dé dinh

trong huyét twong sau 30 phut @én 1 gi¢. Trong thei gian hép thu, acetylcysteine nhanh chéng duoc

chuyén hoa thanh cystein (chat chuyén hoa c6 hoat tinh dwoc ly), chat nay mang nhém thiol c6 d&c tinh

chéng oxy-hoéa, va ciing 1a tién chét tric tiép dé tao ra glutathion — 1a mét chat chéng oxy-héa néi sinh

chdi yéu trong co' thé nguoi. Sinh kha dung khi ubng thap va cé thé do chuyén hoa trong thanh ruét va

chuyén héa buéc dau trong gan. Thé tich phan bd 1a 0,47 litkg, ty & gén két vai protein huyét twong

83%. D thanh thai than c6 thé chiém 30% do thanh thai toan than.

CHi DINH: ,
Tiéu chat nhay trong bénh hé hap cé dam nhady quanh nhw trong viém phé quén cép va man tinh.

LIEU DUNG VA CACH DUNG: |
Dung dwéng ubng. Hoa tan thube trong nira ly nwdc va dung ngay. i
Tré em tir 2 — 7 tudi: 200mg/ 1an x 2 lan/ngay. =

CHONG CHi DINH:

Phenylceton niéu, vi thubc cé chira aspartame. ) .
Tién s hen (nguy co phan trng co that phé quan vai tat ca cac dang thudc chira acetylcysteine)

Y,



Qua man voi acetylcysteine, cac chét cé‘céu tric héa hoc twong tw khac (vi du, carbocisteine, erdosteine
hodc mecysteine), hodc bat cr thanh phan nao cuta thudc.
Tré em dwéi 24 thang tudi.

THAN TRONG KHI DUNG THUOC:

Ho la yéu t6 co ban dé bdo vé phé quan — phdi nén can phai tén trong.

Phai giam sat chat ché ngwdi bénh cd nguy co phat hen néu dung acetylcysteine cho ngudi cé tién st di
rng.

Khi diéu tri v&i acetylcysteine co thé xuét hién nhiéu dam loang & phé quan, can phai hut dé lay ra néu
nguwi bénh gidm kha nang ho.

Nguy co xuét hién séc phan vé sau khi dung thuéc.

Can than trong khi str dung & nhirng bénh nhan bi loét da day — ta trang. Nén va budn nén do thuéc cé
thé lam tang nguy co xuét huyét tiéu héa trén bénh nhan da cé bénh ly nay tir trwédc, va bdi vi nguy co vé
mét ly thuyét la cac chét tiéu nhay c6 thé gay tén thwong hang rao niém mac da day.

Suy gan: D¢ thanh thai toan phan cla acetylcysteine trén bénh nhan bi xo' gan suy gidm dang ké va nlra
ddi thai trir gan nhw gép déi so véi nhém chirng khde manh. Hién khéng cé théng tin xac dinh liéu ti wu
trén nhirng déi twong nay.

Thuéc cé chira lactose; bénh nhan bi bénh di truyén hiém g&p cla chirng bat dung nap galactose, thiéu
hut Lapp lactase hodc kém hép thu glucose — galactose khéng nén dung thubc nay.

Acetylcysteine co thé gay sai léch két qua xét nghiém xac dinh salicylates mau, ketone niéu.

Phu nir c6 thai va nudi con bang sivra me:

Cé thai: cac két qua nghién clru trén dong vat thi nghiém cho théy ré thubéc khéng gay quai thai; tuy
nhién, cac di lieu nay khéng cho phép suy rong ra trén nguwoi. Acetylcysteine di qua hang rao nhau thai
va duwgc phat hién trong mau cuéng rébn. Nhe moét bién phap than trong, nén tranh st dung
acetylcysteine trong th&i ky mang thai.

Nudi con béng stra me: Hién khéng cé théng tin lién quan dén su bai tiét thubc trong stra me, tranh dung
trong Itic nuéi con bang stra me do chwa c6 cac dr liéu.

Trong trudng hop rét that cén thiét sir dung hdy cén nhdc dén loi ich cia me va nguy co cé thé cé déi voi
thai nhi va tré duoc nudi bang sita me.

Anh hwéng cua thube déi véi cong vige:
Thuoc khéng gay anh hwdng dén viéc lai xe hodc van hanh may maéc.

TUWONG TAC CUA THUOC V&1 CAC THUOC KHAC VA CAC LOAI TUONG TAC KHAC:

Viéc phéi hop mot thudc long dam, tiéu nhay véi cac thudc tri ho khéng cé hodc cé lam gidm bai tiét phe
quan (tac dung giéng atropin) 1a khong hop ly, b&i vi gidm phan xa ho cé thé dan dén tich tu dich tiét phé
quan.

Than hoat tinh cé thé lam gidm tac dung cla acetylcysteine.

Th( nghiém in vitro khi pha trén khang sinh cephalosporin va acetylcysteine, cho thay c6 mét lvong
khang sinh bi bt hoat. Lwu y khi s& dung, nén dung khang sinh udng it nhat 2 gi¢ treéc hodc sau khi
ubng acetylcysteme

Viéc s dung dong thoi nltroglycerln va acetylcysteine gay ha huyét ap dang ké va dan dén gian mach
tam thi va co thé gay nhirc dau.

Acetylcysteine la mot chét khr nén twong ky héa hoc véi chat oxy- -héa. Acetylcysteine ciing twong ky voi
mét sb kim loai nhw sét, @dng, va cao su, trypsin, chymotrypsin. Can tranh thuéc tiép xdc v&i cac chat do.

TAC DUNG KHONG MONG MUON (ADR):

Tuy hiém gap co th&t phé quan rd rang trong lam sang do acetylcysteine nhuwng van cé thé xay ra voi tat
ca cac dang thubc chira acetylcysteine.

It g&p, 1/1000< ADR <1/100:

Mién dich: T&ng man cam

Tiéu hoa: Budn nén, nén, tiéu chay, viém miéng, dau bung

Tim mach: D birng, phu, tim dap nhanh, ha huyét ap /

Thén kinh: Nhirc dau, U tai /

H6 hap: Chay nwéc mi nhiéu, ran ngay Q\/



Da: Phat ban, may day, phu mach, ngtra

Toan than: Sét

Hiém g&p, ADR <1/1000:

Tiéu hoéa: Kho tiéu

Hé hép: Co that phé quan, kho thé

Toan than: Phan (rng dang phan vé toan than, rét run

QUA LIEU VA CACH XU TRi:

Liéu dung acetylcysteine c6 khodng cach an toan kha réng; tuy nhién, qua liéu co thé gap khi dung
duwdng tiém mach hodc dwéng ubng liéu cao trong diéu tri ngd doc paracetamol. Triéu chirng qua lidu
thudrng kha nang: tut huyét ap, rc ché hé hép, co that phé quan, tan huyét, ddng mau ndi mach rai rac,
va suy than; ngoai ra cé thé c6 réi loan tiéu héa (nhw budn nén, nén, tiéu chay). Mét sb triéu chirng nay
c6 thé con do tinh trang ngd doc paracetamol gay ra.

X0 tri: Diéu tri triéu chirng va cham séc nang do.

TUQ CUC TRUONG
P.TRUONG PHONG

-/@t{yé&n Chi Chu %ﬂ[{{z;






