
ACEFALGAN 500 
VIEN NEN DAI 

THANH PHAN: Mai vién nén dai chita 
Acetaminophen ........... 500 mg 
Ta dude vita du ...7 vién nén dai 
(Era-gel, era-pac, povidon, methyl hydroxybenzoat, talc, magnesi stearat) 

MO TA SAN PHAM 
Vién nén dai mau trang, canh va thanh vién lanh lan. 

CAC BAC TINH DUOC LY 
Cac dac tinh due tire hoc 
Acetaminophen (paracetamol hay N-acetyl- hcaiviniphandih chat chuyén hda cé hoat tinh cla phenacetin, la 
thudc giam dau - ha sét. Acetaminophen lam giam than nhiét ¢ ngudi bénh sét, hiém khi lam giam than nhiét 
d ngudi binh thudng. Thudc tac dong lén ving dudi déi gay ha nhiét, toa nhiét tang do gian mach va tang luu 
lulgng mau ngoai bién. 
Acetaminophen, vdi liu diéu tri, it tac déng dén hé tim mach va hé hap, khéng lam thay doi can bang acid 
- base, khong gay kich ting, xuéc hodc chay mau da day nh khi ding salicylat, vi acetaminophen khéng 
tac dung trén cyclooxygenase toan than, chi tac déng dén cyclooxygenase/prostaglandin cla hé than kinh 

trung wong. Acetaminophen khéng cé tac dung trén tiéu cau hoac thdi gian chay mau. 

Khi dung qua liu acetaminophen, mét chat chuyén hda la N - acetyl - benzoquinonimin gay déc nang cho 

gan. Liéu diéu tri, acetaminophen dung nap t6t, khéng cé nhiéu tac dung phy nhu aspirin. Tuy vay, qua liéu 
cap tinh (trén 10 g) lam thugng ton gan c6é thé gay chet ngudi. 
Cac dac tinh duoc déng hoc 
Acetaminophen dugc hap thu nhanh chéng va hau nhw hoan toan qua dudng tiéu hda. Nong dé dinh trong 
huyét tuong dat trong vong 30 - 60 phut sau khi wong voi liéu diéu tri. 
Acetaminophen phan bé nhanh va déu 6 hau hét céc md. Khoang 25% acetaminophen trong mau két hop 
vdi protein huyét tudng. 
Thdi gian ban thai cla acetaminophen la 1,25 - 3 gid, c6 thé kéo dai vdi liéu gay doc hoac  ngudi bénh c6 
‘t6n thuang gan. —— sith beta 

Khi udng liéu diéu tri, c6 thé tim thay 90 - 100% thudc trong nude tiéu vao ngay thi’ nhat, chi yéu sau khi 
lién hap trong gan vdi acid glucuronic (khoang 60%), acid sulfuric (khoang 35%) hodc cystein (khoang 3%), 

va mét lueng nhé nhiing chat chuyén hdéa hydroxyl - héa va khif acetyl. Tré nho it kha nang glucuro lién hop 

vdi thudc hon so vdi nguiéi lén. 
Acetaminophen bi N-hydroxy! héa bdi cytochrom P450 dé tao nén N-acetyl-benzoquinonimin, mét chat 
trung gian cé tinh phan tng cao. Chat chuyén hda nay binh thudng phan tng vi cac nhom sulfhydryl trong 
glutathion va nhu vay bi khit hoat tinh. Tuy nhién, néu udng liéu cao acetaminophen, chat chuyén hda nay 
dugc tao thanh vdi lugng du dé lam can kiét glutathion cua gan; trong tinh trang dé, phan ting cua nd vdi 
nhém sulfhydryl clia protein gan tang lén, cé thé dan dén hoai tl gan. 

CHI BINH 
e _ Gidm dau nhe dén via. 
° Ha sot. 

LIEU LUQNG VA CACH DUNG 
Liéu luong 
© Nguoi ldn: 1 - 2 vién/lan x 3 - 4 lan/ngay, khoang cach giffa 2 lan udng cach nhau it nhat 4 gid, khong 

qua 8 vién/ngay. ; 
e ‘Tre. em trén 12 tudi: 1 vién/lan, khoang cach gida 2 lan uong cach nhau it nhat 4 gid, khdng qua 6 

vién/ngay. 
«  Tréemtir8 - 12 tudi: 1 vién/lan, khoang cach gia 2 lan u6ng cach nhau it nhat 6 gid, khdng qua 4 

vién/ngay. 
e ‘Tre emti5 - 8 tudi: % vidn/lan, khoang cach giifa 2 lan uéng cach nhau it nhat 4 gid, khéng qua 3 

vién/ngay. 
Chi y 
«  Néu tinh trang dau kéo dai qua 5 ngay va sdt kéo dai qua 3 ngay, hodc triéu chitng trdé nén nang hen 

nén ngung diéu tri dé hdi y kién bac si. 
e  Nhifng bénh nhan sif dung acetaminophen vdi nhiing thudc khac anh hudng dén gan can cé sy theo 

dai. 
« — Khéng ding qua liéu chi dinh. 

CHONG CHi BINH 
« Man cam vdi acetaminophen hodc bat cif thanh phan nao clla thudc. 
«  Ngu@i bénh thiéu hut glucose - 6 - phosphat dehydrogenase. 
e  Nogudi bi suy gan nang.
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THAN TRONG 
4 CO thé gidm bach cau, giam tiéu cau va giam toan thé huyét cau khi sif dung acetaminophen, dac biét 

khi diing ligu cao kéo dai, 
Than trong 6 ngudi cd bénh thiéu mau tl trudc. 
Udng nhiéu rudu cé thé gay tang déc tinh, nén tranh hoac han ché udng rugu. 
Than trong vdi ngudi bénh suy giam chu nang gan hoac than. 

Canh bao cho bénh nhan vé cdc dau hiéu cla phan tng trén da nghiém trong nhu hdi chitng 
Stevens-Jonhson (SJS), héi ching hoai tit da nhiém déc: toxic epidermal necrolysis (TEN) hay héi 
ching Lyell, hdi chiing ngoai ban mun mii toan than cap tinh: acute generalized exanthematous 
pustulosis (AGEP). 

SU DUNG CHO PHY NU CO THAI VA CHO CON BU 
Chua xac dinh dugc dé an toan cla acetaminophen khi st dung cho phy nd co thai nén chi dung thudc khi 
that can thiét. 
Nghién edu cho thay khéng cd tac dung khéng mong muon @ tré bu me co ding acetaminophen. 

TAC DUNG DOI VOI KHA NANG LAI XE VA VAN HANH MAY MOC 
0 liéu diéu tri, thudc khéng gay anh hudng dén kha nang /ai xe va van hanh may moc. 

TUONG TAC THUOC 
Udng liéu cao kéo dai acetaminophen lam tang nhe tac dung chéng déng cia coumarin va dan chat 
indandion. 
Can phai cha y dén kha nang gay ha st nghiém trong @ ngudi bénh ding dong thdi phenothiazin va ligu phap 
ha nhiét. 
Udng rou qua nhiéu va dai ngay cé thé lam tang nguy co acetaminophen gay déc cho gan. 
Thudc chong co giat (gam phenytoin, barbiturat, carbamazepin) gay cam tng enzym @ microsom thé gan, 
cé thé lam tang tinh d6c hai gan cla acetaminophen. 
Ding d6ng thdi isoniazid vdi acetaminophen cling cé thé dan dén tang nguy co déc tinh vdi gan. 

TAC DUNG KHONG MONG MUON 
it cé tac dung phu, thinh thoang cé thé gap ban da va mét s6 phan ting dj ding khac nhu may day, sot do 
thudc, tan thudng niém mac, hdi ching Stevens-Jonhson (SUS), héi ching hoai tit da nhiém déc (TEN) hay 
hdi ching Lyell, hdi chitng ngoai ban mun mii toan than cap tinh (AGEP). 
it gap: ban, budn nén, nén, loan tao mau (gidm bach cau trung tinh, gidm toan thé huyét cau, giam tiéu cau), 
thiéu mau, bénh than, déc tinh than khi lam dung dai ngay. 
Hiem gap: phan (fing qua man. 

THONG BAO NGAY CHO BAC Si NHUNG TAC DUNG KHONG MONG MUON GAP PHAI KH! SU DUNG THUOC 

QUA LIEU VA CACH XU TRI 
Nhiém déc acetaminophen cé thé do ding mét liéu déc duy nhat, hoadc do wong lap lai ligu én acetamino- 
phen (7,5 - 10 g mdi ngay, trong 1 - 2 ngay) hodc do udng thudc dai ngay. Hoai tif gan phy thudc liéu la déc 
tinh nghiém trong nhat do qua liéu va cé thé gay tl vong. 
Budn nén, nén, dau bung, methemoglobin — mau, xanh tim da, niém mac va mong tay la dau hiéu dac trung 

khi nhiém déc cap tinh acetaminophen. 
Triéu ching ngé déc nang: ban dau kich thich than kinh trung uong, kich déng, mé sang; sau do tfc ché than 
kinh trung ung, ha than nhiét, mét la, thé nhanh, huyét ap thap, mach nhanh, yéu, suy tuan hoan, truy 
mach, co giat va cé thé tl vong. 
Khi nhiém déc nang, quan trong /a phai diéu tri hé tro tich cy, Can rufa da day trong moi trudng hgp, tot nhat 
trong vong 4 gid sau khi udng. Liéu phap giai déc chinh la ding nhitng hgp chat sulfhydryl. N - acetylcystein 
cé tac dung khi uéng hoac tiém tinh mach, phai cho thuéc ngay lap tic néu chufa dén 36 gid ke tit khi ong 
acetaminophen. Cho uéng N - acetylcystein vi liéu dau tién la 140 ma/kg, sau d6 cho tiep 17 liéu nifa, moi 
ligu 70 mg/kg cach nhau 4 gid mét lan. Cham dift diéu tri néu xét nghiém acetaminophen trong huyét tudng 
cho thay nguy co déc gan thap. Ngoai ra cé thé diing methionin, than hoat, thudc tay mudi. 

BAO QUAN -- 

Bao quan d nhiét d6 dudi 30°C, noi kh, tranh anh sang. 

TIEU CHUAN: DDVN 
QUY CACH BONG GOI 
Hdp 10 vi x 10 vién nén dai. 

HAN DUNG: 36 thang ké tii ngay san xuat 

DE XA TAM TAY TRE EM 
) 1 KY HUONG DAN SU DUNG TRUOC KHI DUNG 
NEU CAN THEM THONG TIN XIN HOI ¥ KIEN CUA BAC SI _ 
KHONG SU DUNG THUOC QUA HAN DUNG GHI TREN NHAN DN2770D-01 
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San xuat tai: 

ee euvipharm CONG TY CO PHAN EUVIPHARM 
Ap Binh Tién 2, X4 Bite Hoa Ha, Huyén Bite Hoa, Tinh Long An
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