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ACETAPHEN® 500

N\ Acetaminophen 500 mg
l Vién nén bao phim

THANH PHﬁN;’..\M‘Si-vién néf-bao phim chia:

- Hoat chat. ‘Acetaminephen...........................500mg

- T4 dugc: Tinh bt ngo, tinh bot tidn h hoa, magnesi stearat, talc, povidon K30, natri starch
glycolat, silic oxyd dang keo khan, gelatin, opadry Il white.

MO TA SAN PHAM

Vién nén dai bao phim, mau trdng, c6 in “Acetaphen 500” trén hai mat vién.

DUQC LUC HOC:

Acetaminophen 1a thudc gidm dau — ha sét c6 thé thay th& aspirin, tuy vdy acetaminophen khong co
hiéu qua diéu trj viém. Vi liéu ngang nhau, acetaminophen c6 tic dung gidm dau ha sét tuong tu nhu
aspirin. Acetaminophen lam gidm than nhiét & ngudi bénh sot nhung hiém khi 1am gidm than nhiét &
ngudi binh thudng. Acetaminophen, véi liéu diéu tri, it tic dong dén hé tim mach va hd hip, khong lam
thay d6i can béng acid — base, khong gay kich (ing, xuc hofic chdy mau da day nhu khi dung aspirin
va salicylat. Khi dung qué liéu acetaminophen, chdt chuyén hod N-acetyl-p-benzoquinonimin gy doc
nang cho gan. Liéu binh thubng, acetaminophen dung nap t6t khong co nhiéu tic dung phu nghiém
trong nhu aspirin. Tuy vay qua liéu cap tinh (trén 10 g) s lam ton thuong gan gay chét ngudi.

DUQC BONG HOQC:

Acetaminophen dugc h&p thu nhanh tir dudng tiéu héa véi néng do dinh trong huyét tuong dat dugc | -

khoang tif 10 - 60 pht sau khi udng. Acetaminophen dugc phan b8 trong hdu hét cdc md cla co

thé. Acetaminophen qua nhau thai va hién dién trong siia me. G&n ket v6i protein huyét tuong

khong dang ké tai ndng do diéu trj thong thudng nhung gdn k&t sé tdng khi néng do ting. Thoi

gian bén thai clia acetaminophen thay déi tif khodng 1 dé&n 3 gid. Acetaminophen dugc chuyén héa

chll y&u & gan va bai tiét trong nuéc ti€u chl y&u dudi dang lién hiép glucuronic (60 - 80%) va lién

hop sulphat (20 - 30%). it hon 5% dugc bai tiét dudi dang khong ddi. Mot phdn nhd (duti 4%)

dugc chuyén héa dudi tdc dung clia cytochrom Puso thanh chat chuyén héa c6 doc tinh N-acetyl-p-

benzoquinonimin. Truding hop ngd ddc do dung liéu cao, lugng chat chuyén héa ting Ién va dugc khii
N ddc nhd lién hop véi glutathion.

CHI BINH:

Acetaminophen 12 mot thufc gidm dau va ha sot

Acetaminophen dugc chi dinh trong:

- Ha sot

- Diéu trj c4c con dau nhe dén trung binh gém: nhic d4u, dau do cdm lanh va cam cim, dau hong,

dau do hanh kinh, dau sau khi tiém ngifa hay nhé rdng, dau ring, dau nira ddu (migraine), dau do

viém xuong Khop.

CACH DUNG VA LIEU DUNG:

Dung dudng ubng.

Liéu dung: Udng thudc cdch mbi 4-6 gid néu can

- Ngudi I6n va tré em tir 12 tudi: Usng 1 - 2 vién. Khdng dung qué 8 vién/24 gid.

Khodng cach i thiéu giita 2 14n ubng: 4 gio.
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CHONG CHi BINH:
Bénh nhan man cadm (qua man) véi acetaminophen.
Suy gan nadng.
CHU Y VA THAN TRONG: :
Acetaminophen tuong d6i khong doc v6i liéu diéu tri va khi dung dubi sy huéng dan cla cla thdy
thudc. Tuy nhién, dung qud liéu acetaminophen 1a nguyén nhan chinh gdy suy gan cip. Ding nhiéu
ché& phdm chda acetaminophen déng thdi c6 thé dan dén qud liéu acetaminophen.
Phén (ing da nghiém trong, c6 kha ning gay ti vong bao gém hdi chiing Stevens-Johnson, hoai tii
biéu bi nhiém doc (TEN), hoi chiing ngoai ban mun mi todn than (AGEP), hdi chiing Lyell tuy hiém
nhung da xdy ra véi acetamoniphen, thudng khong phu thudc vao tic dung cta céc thudc khéc, tuy
céc thudc giam dau va ha s6t khdc (nhu NSAID) c6 thé gdy cdc phdn (ng tuong tu, nhung khong
xdy ra man c&m chéo v6i acetaminophen.
Bénh nhan cin ngung ding acetaminophen va di khdm ngay khi thdy phét ban hodc cac biéu hién
khdc & da hoc cdc phan (ing min cdm trong khi diéu tri. Ngudi bénh c6 tién sl ¢6 cac phan (ing
nhu vay khdng nén dung cdc ché& phdm c6 chiia acetaminophen.
~ Doi khi c6 nhiing phan (ing da gbm ban dat sdn ngiia vd may day; nhiing phan (ing qud min khac
gbm phi thanh quan, phi mach va nhiing phan (ng kiéu phan vé c6 thé it khi xay ra.
Gidm ti€u c4u, gidm bach cdu va gidm toadn thé huyét cdu da xay ra khi sii dung nhiing din chat
p-aminophenol, ddc biét khi ding kéo dai lieu cao. Giam bach cu trung tinh va ban xudt huyét
giam ti€u cdu dd xay ra khi dung acetaminophen. Hiém g&p méat bach cdu hat & ngudi bénh ding
acetaminophen.
Phai than trong khi dung acetaminophen cho nguti bj suy gan, suy th&n, ngudi nghién rugu, suy
dinh duBng man tinh hodc bi mat nu6c. Tranh dung liéu cao, dung kéo dai cho ngudi bi suy gan.
Phdi ding acetaminophen than trong & ngudi bénh c6 thi€u méu ti trudc, vi chiing xanh tim c6 thé
khéng biéu 16 13, mic du ndng do clia methemoglobin trong méu cao & mic nguy hiém.
U8ng nhiéu rugu c6 thé gay tidng doc tinh v6i gan cla acetaminophen, nén trénh hodc han ché
ubng ruou.
Thoi ky mang thai va cho con bii: Chua xdc dinh dugc tinh an toan cla acetaminophen ding khi
thai nghén lién quan dén tac dung khong mong mudn cd thé xay ra ddi véi sy phét tri€n thai. Chi
dung acetaminophen & ngudi mang thai khi that can thiét. Chua c bao céo vé tic dung phu & tré
bt me, khi me dung acetaminophen.
Tac ddng cta thudc khi 1ai xe va van hanh may méc: Chua c6 bdo céo.
TAC DUNG KHONG MONG MUON:
Phan (ing da nghiém trong nhu hdi ching Steven-Johnson, hoi ching Lyell, hoai tii biéu bi nhi&m
doc, mun ml ban dd toan than c&p tuy hi€m xay ra, nhung c6 kha ndng gdy t vong. Néu thdy
xut hién ban hodc cac biéu hign khac vé da, phai ngling dung thudc va tham khdm thay thudc.
Ban da va nhiing phdn Gng dj Gng khéc thinh thodng xay ra. Thudng la ban dd hodc may day,
nhung ddi khi ndng hon va c6 thé kém theo s6t do thudc va thuong ton niém mac. Néu thdy sot,
bong nufc quanh cdc hdc ty nhién, nén nghi dén hoi ching Steven-Johnson, phdi nging thudc
ngay. Qud liéu acetaminophen c6 thé din dén ton thuong gan ndng va doi khi hoai tii 6ng than
cdp. Ngudi bénh min cdm véi salicylat hi€m khi man cam véi acetaminophen va nhiing thudc c6
lien quan. Trong mot so it trudng hop riéng I8, acetaminophen da gdy gidm bach cdu trung tinh,
giam tiéu cau va giam toan thé huyét ciu.
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It gap, 1/1000 < ADR < 1/100

Da: Ban '

Da day - rudt: Bubn nén, nén

Huyét hoc: Loan tao mdu (gidm bach cdu trung tinh, gidm todn thé huyét cdu, gidm bach cdu),

thi€u mau.

Thén: Bénh than, ddc tinh than khi lam dung dai ngay.

Hiém gdp, ADR < 1/1000 .

Da: Hoi ching Stevens-Johnson, hoai tli bi€u bi nhiém doc, hoi chiing Lyell, mun md ngoai ban

toan than cap tinh.

Khac: Phdn Gng qud man.

Thdng bao cho lh?'y thudc nhifng tac dung khéng mong muén gap phai khi sir dung thudc.

TUONG TAC THuOC: ;

Udng dai ngay liéu cao acetaminophen 1am tidng nhe tdc dung chéng déng clia coumarin va din

chat indandion.  ~

Ding dong thdi acetaminophen va phenothiazin ¢6 kha ndng gay ha s6t nghiém trong.
- UBng qua nhiéu rugu va dai ngay lam tdng nguy co acetaminophen gy doc cho gan.
Céc thubc chong co gidt (gdm phenytoin, barbiturat, carbamazepin), isoniazid c6 thé 1am ting doc
tinh clia acetaminophen trén gan.
Qua liéu xi tri:
Trigu ching:
Nhiém ddc acetaminophen c6 thé do ding mot liéu doc duy nhdt, hoic do udng I3p lai liéu I6n
(7,5 - 10 g/ngay, trong 1 — 2 ngay) hodc do udng thudc dai ngay. Hoai tf gan phu thudc liéu 12 tac
dung doc cdp tinh nhiém trong nhat do qud liéu va co thé géy ti vong.
Bubn nbn, nbn va dau bung thudng xay ra trong vong 2 — 3 it sau khi ubng liéu doc clia thubc.
Methemoglobin méu, d&n dé&n chdng xanh tim da, niém mac va méng tay 1& mdt ddu hiéu dic
trung nhiém doc c&p tinh din chat p-aminophenol; mét lugng nhd sulfhemoglobin ciing c6 thé dugc
sdn sinh. Tré em c6 khuynh hu6ng tao methemoglobin dé hon ngudi I16n sau khi ubng
acetaminophen. _
Khi bi ngd doc ning, ban ddu co thé kich thich hé thdn kinh trung uong, kich dong va mé sing.
Ti€p theo ¢ thé 1a (ic ché hé thdn kinh trung uong: siing sO, ha than nhiét, mét |4, thd nhanh,
néng; mach nhanh, yéu, khdng déu, huyét dp thap va suy tudn hoan. Truy mach do gidm oxy huyét
tuong doi va do tac dung tic ché trung tam, téc dung nay chi xay ra véi liéu rat I6n. Soc co thé xay
ra néu gian mach nhiéu. Con co giat nghet thd gdy tli vong c6 thé xay ra. Hon mé thudng xdy ra
trudc khi chét, c6 thé chét dot ngt hodc chét sau vai ngay hon mé.
D4u hiéu 14m sang thuong t6n gan tr6 nén rd rét trong vong 2 — 4 ngay sau khi uéng liéu gay doc.
Aminotransferase huyét tuong ting (dbi khi tdng rit cao) va nbng do bilirubin trong huy€t tuong
cling c6 thé ting; thém niia, khi thuong t6n gan lan rong, thoi gian prothrombin sé kéo dai. C6 thé
10% ngudi bénh bj ngd doc khong dugc diéu tri ddc hiéu da co thuong tén gan nghiém trong; trong
s6 do 10% dén 20% cudi cling chét vi suy gan. Suy than cip cling xay ra 6 mot s6 ngudi bénh.
Sinh thiét gan phat hién hoai tli trung tdm tiéu thiy trir viing quanh tinh mach cla. o} nhiing trudng
hop khong tif vong, thuong tdn gan phuc héi sau nhiéu tudn hodc nhiéu thang.
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X tri:

Chdn dodn s6m rat quan trong trong diéu tri qua liéu acetaminophen. C6 nhiing phuong phap xéac

dinh nhanh ndng do thudc trong huyét tuong. Tuy vy, khdng dugc tri hodn trong khi chd két qua

xét nghiém néu bénh st cho thdy 1a qua li€u ning. Khi nhiém doc ning, diéu qua trong 12 phai

diéu tri hé trg tich cuc. C4n rlia da day trong moi trudng hop, t6t nhat trong vong 4 gid sau khi

ubng.

Liéu phdp gidi doc chinh la.dung nhiing hgp chat sulthydryl, c6 I8 tdic dong mot phan do bd sung

dy trit glutathion & gan. N-acetylcyctein c6 tic dung khi udng hodc tiém finh mach. Phai dung thudc

giai doc ngay lap tiic, cang sém cang tot néu chua dén 36 git sau khi udng acetaminophen. Diéu tri

v6i N-acetylcystein cd hiéu qua hon khi cho thudc trong thoi gian duGi 10 gio sau khi ubng

acetaminophen. Khi cho uéng, hoa lodng dung dich N-acetylcystein véi nuéc hodc do ubng khdng co

rugu dé dat dung dich 5% va phdi ubng trong vong 1 gid sau khi pha. Cho ung N-acetylcystein v6i

liu d4u tién 12 140 mg/kg, sau do6 ti€p 17 liéu niia, mbi liéu 70 mg/kg, cdch-nhau 4 gid mot 14n.

Cham ddt diéu tri néu xét nghiém acetaminophen trong huyét tuong cho thdy nguy co dgc hai gan

thap. Cling ¢ thé dung N-acetylcystein theo dudng tinh mach; liéu ban ddu 14 150 mg/kg, pha
o/ trong 200 ml glucose 5%, tiém finh mach trong 15 phit; sau d6 truyén finh mach liéu 50 mg/kg

trong 500 ml glucose 5% trong 4 gid; ti€p theo la 100 mg/kg trong 1 lit dung dich trong vong 16

gi0 ti€p theo. C6 thé dung dung dich natri clorid 0,9% thay cho dung dich glucose 5%.

ADR clia N-acetylcystein gém ban da (gém cd may day, khong yéu cdu phai ngiing thudc), budn

non, non, tiéu chay va phan tng kiéu phan vé.

Néu khdng c6 N-acetylcystein, c6 thé dung methionin. N&u da dung than hoat tru6c khi ding

methionin thi phai hat than hoat ra khoi da day trudc. Ngodi ra, ¢ thé ding than hoat va/hodc

thudc tdy mudi do ching c6 kha ndng lam gidm hap thu acetaminophen.

TRINH BAY

Hop 10 vi x 10 vién nén bao phim.

Hop 1 chai x 100 vién nén bao phim.

Hop 1 chai x 500 vién nén bao phim.

Bdo quan: 6 nhiét do tU dudi 30°C, nai khd réo, tranh &nh séng.

Han diing: 48 thdng ké tif ngay san xuat. Khong dung thudc khi qua han sl dung.

THO! GIAN XET LAI T0 HUGNG DAN SU DUNG:

BE XA TAM TAY TRE EM.
POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG
I(HONG DUNG QUA LIEU CHI BINH "o

Nha sén Xuét:

G 5,
o
< R

CONG TY CO PHAN DUGC PHAM OPV
L6 27, Dudng 3A, Khu Cong Nghiép Bién Hoa Il, Thanh pho Bién Hoa, Tinh Pong Nai.
PT: (061) 3992999 Fax: (061) 3835088
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