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MAU NHAN GOI HOP PANG KY

1/ M&u nhian Géi
Ghi chu: S6 16 SX, Ngay SX, Han dung dwgc phun lén goi

2/ Mau nhan h¢p Tp. HCM, ngay 24/01/2013
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néu khang o6 nhilng chi dink d3c bigt
Bédo qudn: Noi khd thoéng, tranh anh sang,
nhiét 48 phong (dudd 30°C)
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MAU NHAN GOI HOP DANG KY

1/ M&u nhan Géi
Ghi cha: S6 16 SX, Ngay SX, Han dung dwec phun Ién goi
2/ M&u nhin hop

Tp. H%M, ngay ’Uf M //5

dng Giam Péc

ONA LIJV

106 gL doH

Acetylcystein 200mg

D CONG THUC: Cho 1 gél thude bét
— Acelylcystein 200mg
T4 durorc wirs A0 1 goi thubc bat
Chi dinh, Chidng chi dinh, vi cie Théng tin
" khdc: Xem s hudmg dén sir dung
Libu ding & céch ding: Ding uéng
g0 frong 50-100m nudre (rén wbng trede cac
blra inh
Trék em 1ir 2 A8n 7 Wi MOL AN udng mat ool 2 140 mél ngdy
Nt iom va tré em mén 7 Wl M3t 1n uling mal goi,
3 1An ml ngay
Theéri gian did i khang ding oud 8 380 10 ngéy néu
3 khéng ca nhirmg chi Enh dic big
ﬂ‘ Bio guan; Noi khd thaang, tranh anh sang
nhiél 38 phéng (duwd 30°C)
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7 Tibu chudm: TCCS

DE XA TAM TAY CUA TRE EM

KHONG DUNG THUOC QUA HAN SUF DUNG

BOC KT HUING DAN S DYNG TRUTIC KHI DUNG

NEL CAN THEM THONG TIN, XIN HOU T KIEN THAY THUOC
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Céng ty cb phan SPM HDSD ACITYS Trang 1/3

HUONG DAN SUF DUNG THUOC
Géi thuéc bot ACITYS
Tiéu chun ap dung: TCCS

CONG THUC: Cho 1 géi thube bot
Acetylcystein.................. 200mg

Ta dwoc vira di 1 g6i thube bdt (Mannitol, Natri ascorbat, Aspartam, Acesulfame — K,

HPMC 606, Mau vang sunset yellow dye, Natri citrate, Mui cam Orange flavor A24, Aerosil,

Nuwéce tinh khiét).

TiNH CHAT:

Dwoec ly va co ché tac dung:

Acetylcystein (N - acetylcystein) la dan chat N - acetyl clia L - cystein, mét amino -
acid tw nhién. Acetylcystein dwoc dung lam thubc tiéu chat nhay va thubc gidi doc khi qua
liéu paracetamol.

Thudc lam giam dé quanh ctia dom & phdi c6 mu hodc khéng bang céach tach déi cau
néi disulfua trong mucoprotein va tao thuan lgi dé téng dom ra ngoai bang ho, dan lwu tw
thé hodc bing phwong phap co hoc. Acetylcystein ciing dugc dung tai chd dé diéu tri
khdng cé nwéc mat. Acetylcystein diing dé bdo vé chdng gay doc cho gan do qua liéu
paracetamol, bing cach duy tri hodc khoi phuc néng dd glutathion clia gan la chét can thiét
dé 1am bét hoat chat chuyén héa trung gian cia paracetamol gay doc cho gan.

Trong qua lidu paracetamol, mét lwong ién chat chuyén héa nay dwoc tao ra vi
dwong chuyén hoéa chinh (lién hop glucuronid va sulfat) tré thanh bao hoa. Acetylcystein
chuyé&n héa thanh cystein kich thich gan téng hop glutathion va do dé, acetylcystein c6 thé
bdo vé dwoc gan néu bat dau diéu tri trong vong 12 gi& sau qua liéu paracetamol. Bat dau
diéu tri cang sém cang tét.

Dwegre dong hoc:

Sau khi ubng, acetylcystein dwoc hap thu nhanh & dwdng tiéu hoa va bi gan khir
acetyl thanh cystein va sau d6 dwoc chuyén héa. Pat néng do dinh huyét twong trong
khoang 0,5 dén 1 gi&» sau khi udng liéu 200 dén 600 mg. Kha dung sinh hoc khi uéng thap
va c6 thé do chuyén hoa trong thanh rudt va chuyén héa buéc dau trong gan.

Do thanh thai than c6 thé chiém 30% dd thanh thai toan than. Sau khi tiém tinh mach,
nira d&i cudi trung binh la 1,95 va 558 gio twong (ng v&i acetylcystein khir va
acetylcystein toan phan; sau khi udng, nira doi cudi clia acetylcystein toan phan la 6,25
gio.

CHIi PINH:
Didu tri cac réi loan vé tiét dich hd hép tai phé quan va xoang, nhét la trong cac bénh
phé quan cap tinh nhw viém phé quan cép va giai doan cép ciia bénh phé quan - phdi
man tinh.
CHONG CHi PINH:
Tién st di hen( nguy co phan tng co thit phé quan véi tat ca cac dang thubc chira
acetylcystein)
Qua man cam véi acetylcystein.
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Céng ty cd phan SPM HDSD ACITYS Tran

LIEU DUNG, CACH DUNG: Ding uéng o)
Hoa tan 1 géi trong 50 -100ml nwéc (nén udng trwdc cac biva &n chmlp)*' cé PhAN l*
Tré em tir 2 dén 7 tudi: Mot 1an uéng mét géi, 2 [an mét ngay \” s/
Nguwdi I6n va tré em trén 7 tudi: Mot 1an uéng mat géi, 3 1An mat ngay \ ,
Thoi gian diéu tri: Khéng dung qua 8 dén 10 ngay néu khdng cé nhieng chi

THAN TRONG:

Phai giam sat chit ché ngwdi bénh cé nguy co phat hen, néu dung acetylcystein cho
nguwoi co tién st di rng. Néu cé co that phé quan phai dung thuéc phun mu gidn phé
quan nhw salbutamol( thudc beta-2 adrenergic chon loc, tac dung ngdn) hodc
ipratropium( thuéc khang muscarin) va phai ngirng acetylcystein ngay.

Khi diu tri véi acetylcystein, co thé xuat hién nhiéu dom lodng & phé quan, can phai hat
dé 14y ra néu ngudi bénh gidm kha ning ho.

TUONG TAC THUOC:
Viéc két hop thudc didu hoa chét nhay va thubc chdng ho va/hodc lam khé chét tiét dam
(tac dung gibng Atropin) la khng hop ly.

LUC ¢O THAI VA LUC NUOI CON BU:
Cén than trong khi dung thuéc nay & phu nir c6 thai va phu ntr dang cho con bu

NGU'I LAI XE VA VAN HANH MAY MOC:

Khéng s dung cho nguwdi lai xe va van hanh may hodc s dung theo chi dinh cta bac
sy do thudc c6 tac dung budn ngd, nhirc dau, U tai.

TAC DUNG KHONG MONG MUON(ADR)

Acetylcystein c6 gi¢i han an toan réng. Tuy hiém gap co that phé quan r6 rang trong 1am
sang do acetylcystein nhwng van c6 thé xdy ra véi tht cd cac dang thuéc chira
acetylcystein.

Thuwdng gap: ADR>1/100: Budn ndn, ndn.

it gdp: 1/1000<ADR<1/100: Buén ngi, nhirc dau, U tai, viém miéng, chdy nwéc mii
nhiéu, phat ban, may day.

Hiém: ADR<1/1000: Co thit phé quan kém phan (ng dang phan vé toan than. Sét, rét

run. .

HUONG DAN CACH XU¥ TR ADR: 72
Diing dung dich acetylcystein pha loang cé thé gidm kha nang gay nén nhiéu do thudc.
Phai didu tri ngay phan (ng phan vé bang tiém dwéi da adrenalin(0.3-0.5ml dung dich
1/1000) thé oxy 100%, dat ndi khi quan néu can, truyén dich tinh mach dé ting thé tich
huyét twong, hit thubc chii van beta — adrenergic néu co that phé quan, tiém tinh mach
500mg hydrocortisol hodc 125mg methylprednisolon.
C6 thé wc ché phan (rng qua man voi acetylcystein bao gém phat hdng ban toan than,
ngtra, budn nén, nén, chéng mét, bang dung khang histamine trwdc. Co y kién cho réng
qua min 1a do co ché gia di rng trén co s& gidi phong histamine hon la do nguyén nhéan
mi&n dich. Vi phan trng qua man da xay ra t&i 3% sb nguwdi tiém tinh mach acetylcystein
& didu tri qua lidu paracetamol, nén cac thdy thudc chu y dung khang histamine dé
phong phan (rng dé.

Théng bao cho bac sy nhirng tic dung khong mong muén gdp phai khi st dung

thuéc.
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Céng ty ¢b phan SPM HDSD ACITYS Trang 3/3

QUA LIEU VA XU TRi:
Qua liéu acetylcystein c6 triéu chirng twong tw nhw triéu chirng ctia phan vé, nhung
nidng hon nhiéu: Dic biét 1a gidam huyét ap. Cac triéu chirng khac bao gdm suy hd
hap, tan mau, ddng mau rai rac ndi mach va suy than. Tl vong da xay ra & nguoi
bénh bi qua liéu acetylcystein trong khi dang diéu tri nhiém ddc paracetamol. Diéu tri
qua liéu theo triéu chirng.

DONG GOI: Hop 30 goi, hdp 10 géi

BAO QUAN: Noi kho thoang, tranh anh sang, nhiét dé phong (dwéi 30°C).

HAN DUNG: 36 thang ké tir ngay san xuét i

DE XA TAM TAY CUA TRE EM
KHONG DUNG THUOC QUA HAN SU’ DUNG
POC KY HUONG DAN S’ DUNG TRU'O'C KHI DUNG
NEU CAN THEM THONG TIN, XIN HOI Y KIEN THAY THUOC

TEN VA DIA CHi NHA SAN XUAT

f"\ CONG TY CO PHAN SPM (SPM CORPORATION)
"% L5651, Puong sb 2, KCN Tan Tao, P. Tan Tao A, Q. Binh Tan, Tp. HCM
SPM o7 (08) 37507496 Fax: (08) 38771010

Tp. HCM, ngay 24 thang 01 ndm 2013




