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A\ AstaPadol Caps 500 mg

Boc ki hudng dan su dung tru'de khi dung.
Néu can thém théng tin xin héi y kién bac si. DE xa tam tay cua tré em.

Npmg e
THANH PHAN CONG THU'C THUGC

MGi vién nang cling chira:

Thanh phan hoat chat: Paracetamol................. 500 mg

Thanh phan ta duoc: Tinh bot bap (Maize starch), Sodium lauryl sulfate, Povidone K30, Sodium starch glycolate
(type A), Magnesium stearate, Vo nang OE (Gelatin, Titanium dioxide, Allura red, Sunset yellow, Brilliant blue FCF).

DANG BAO CHE: Vién nang ciing

M6 ta: Vién nang ciing, c& nang sé OE, nap nang mau do, than nang mau trang cd in hoa tiét
chira bgtthudc mau trang.

CHi BINH

Diu trj hau hét cac tinh trang dau va sét, chang han nhu dau diu bao gdom dau nita dau va dau dau do cang thang,
daurang, dau lung, dau co va dau do thap khdp, dau bung kinh, dau hong, cing nhu' dé giam st, dau nhitc va mét
moi do cam lanh va cim.

CACH DUNG, LIEU DUNG

Chi diing duong ubng.

Ngudi lon (k& ca ngu'di cao tudi) va tré em tir 16 tudi tré 18n: Udng 1 - 2 vién/lan (500 mg - 1 g paracetamol).
Khoang céch gilra céc [an udng cach nhau tir 4 - 6 gio.

Ligu t0i da hang ngay: 4 g paracetamol (8 vién).

Thai gian tdi da dung thudc khdng cé tu van cla bac si: 3 ngay.

Tré em tir 10 dén 15 tudi: Udng 1 vién/lan (500 mg paracetamol).

Khodang céch gilta cac lan udng cach nhau tir 4 - 6 gio. Khong ding quéa 4 liéu trong 24 gio.

Thai gian t6i da dung thudc khdng c6 turvan cla bac si: 3 ngay.

Tré em dudi 10 tudi: Khdng khuyén cdo ding thudc cho tré em dudi 10 tudi do dang bao ché khang phl hap
Khéng diing qua Liu chi dinh, khéng dung vdi cac thudc khac co chita Paracetamol.

CHONG CHi DINH
Bé&nh nhan bj man cam vai Paracetamol hodc bat ky thanh phan nao cla thudc.

CANH BAO VA THAN TRONG KHI DUNG THUGC

Paracetamol c6 thé gay ra cac phan Ung trén da nghiém trong. Bac si can canh bao bénh nhan vé cac dau hiéu cua
phan (ng trén da nghiém trong nhu' hdi chitng Stevens-Johnson (SJS), hdi chitng hoai tir da nhiém dc (TEN) hay
hdi chitng Lyell, hdi chitng ngoai ban mun mi toan thén cdp tinh (AGEP). Cac phan (ng trén da nay co thé gay tir
vong. Ngung st dung thudc khi phat hién nhirng dau hiéu phat ban trén da dau tién hoac bat ky dau hiéu phan ing
qua man nao khac.

Can than trong khi dung paracetamol cho bénh nhén suy than hoac suy gan.

Nguy co qud lidu cao hon & nhifng ngudi mac bénh gan do rugu.

Khong ding qua ligu chi dinh.

B&nh nhan nén tham khao y kién bac s néu triéu chiing dau dau tré nén dai dng.

Khong st dung vdi bat ky san phdm c6 chira paracetamol nao khac. Qua lidu paracetamol cé thé gay suy gan, c6
thé can ghép gan hoac dan dén t(r vong.

B&nh nhan nén tham khao kién bac sTnéu bj viém khdp khong nghiém trong va can uéng thudc gidm dau moi ngay.
Can than trong & nhitng bénh nhan co tinh trang can kiét glutathione, vi viéc st dung paracetamol c6 thé lam tang
nguy co nhiém toan chuyén hoa.

Than trong khi st dung dong thoi paracetamol voi flucloxacillin do tang nguy ca nhiém toan chuyén héa cé khoang
trong anion cao (HAGMA). Xem phan tuong tac, tuang ky clia thude.

SU' DUNG THUGC CHO PHU NU’ CO THAI VA CHO CON BU

Thoi ky mang thai: Lugng 16n di liéu st dung thudc trong thai ky cho thay thudc khdng gay di dang, khdng gay doc
tinh & thai nhi / tré so sinh. Céc nghién cttu dich té hoc vé phat trién than kinh & tré em tiép xtc vdi Paracetamol
trong t(r cung cho thdy k&t qua khong xac dinh. Trong truding hop can thiét, Paracetamol cd thé dugc sir dung trong
thai ky, tuy nhién nén st dung & lieu thap nhat c6 hiéu qua trong thai gian ngan nhat cd thé, va o tan sudt thap nhat
c6 thé.

¥ mau do; bén trong
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Théi ky cho con bu: Paracetamol dugc bai tiét qua sita me nhung khong dang ké vé mat [am sang khi dung lieu
khuyén cdo. Cac dir liéu da dugc cdng b khdng chdng chi dinh trong thdi ky cho con b,

ANH HUO'NG CUA THUGC LEN KHA NANG LAl XE VA VAN HANH MAY MGC
Khong anh hudng

TU'ONG TAC, TWONG KY CUA THUGC

Tuong tac thudc:

Thudc chéng déng mau (chat d6i khéng vitamin K):

Co nguy cd cac thude chdng déng méu bi ting tac dung va do d6 lam tang nguy co chay mau khi paracetamol duge
str dung vdi lidu tai da (4 g/ngay) trong it nhat 4 ngay. Dung dong thai paracetamol véi cac coumarin bao gom
warfarin c6 thé lam thay ddi nhe trj s6 INR. Trong truding hop nay, can tang cudng theo doi tri s8 INR trong thoi gian
st dung két hap cling nhu trong 1 tudn sau khi ngung digu trj vai paracetamol.

Phenytoin: khi sir dung dong thoi c6 thé dan dén giam hiéu qua cta paracetamol va [3m tang nguy co dac tinh ddi
v6i gan. Nhiing bénh nhan dang diéu tri bang phenytoin nén tranh diing paracetamol lidu lén va/hoac kéo dai. Can
theo doi bénh nhan vé dau hiéu doc tinh dai vai gan.

Probenecid: ¢6 thé lam giam gan 2 [3n vé dd thanh théi clia paracetamol bang cach (¢ ché sy lién hap cla no voi
acid glucuronic. N&n xem xét giam lidu paracetamol khi st dung ddng thdi véi probenecid.

Salicylamid: c6 thé kéo dai thoi gian ban thai clia paracetamol.

Céc chét gdy cam tng enzym: Can than trong khi str dung dong thoi paracetamol vdi cdc chét gdy cdm ('ng enzym
gan nhu barbiturat, isoniazid, carbamazepin, rifampin va ethanol.

Flucloxacillin: Than trong khi st dung dong thoi paracetamol véi flucloxacillin do tdng nguy co nhiém toan chuyén
héa cé khoang trong anion cao (HAGMA), dac biét & nhitng bénh nhan c6 nguy co thiéu glutathion nhu suy than
nang, nhiém trung huyét, suy dinh dudng va nghién rirgu man tinh. Khuy&n cdo nén theo doi chat ché dé phét hién
su xudt hién clia cac rdi loan acid base, cu thé 1a HAGMA, bao gdm cd viéc tim 5-oxoprolin trong nudc tiéu. =

Turong tdc vdi cdc xét nghiém trong phong thi nghiém: : pas
Str dung paracetamol cé thé gay két qua sai trong xét nghiém dudng huyét theo phuong phéap glucose-oxydase- S

peroxidase trong trudng hop ndng do cao bat thudng. ONGTY
Str dung paracetamol ¢ thé gdy két qua sai trong truding hgp xét nghiém acid uric mau theo phuadng phap acid . AS
phosphotungstic. EALTHC
Twong ky: Do khdng c6 cac nghién ciru ve tinh tuong ky clia thudc, khdng trdn lan thudc nay vai cac thude khac. S
TAC DUNG KHONG MONG MUON CUATHUOC ;Tfif_*

Phan ('ng phu nghiém trong trén da mac di ti 1& mac phai 3 khéng cao nhung nghiém trong, thdm chi de doa tinh
mang bao gom hoi ching Steven-Jonhson (SJS), hdi chiing hoai tir da nhiém ddc: toxic epidermal necrolysis (TEN)
hay hdi chirng Lyell, héi chitng ngoai ban mun md todn than cap tinh: acute generalized exanthematous pustulosis
(AGEP).

Céc tac dung khong mong muén thu dugc tir dif liéu cua thif nghiém lam sang thuding hiém gap va xay ra trén mot
s6 it cac bénh nhan, Cac tac dung khong mong mudn ghi nhan dugc trong qud trinh luu hanh san pham & lidu digu
tri thé hién trong bang dudi day véi mire dd phan loai nhu sau: rat thudng gap (= 1/10), thuding gap (= 1/100, <1/10),
it gap (= 1/1000, <1/100), hiém gap (= 1/10,000, <1/1000) va rat hiém gip (<1/10,000).

Tan suat xust hién céc tac dung khdéng mong mudn dugc udc lugng tir cac bao cdo thu duge sau khi luu hanh.

Coquan Tac dung khéng mong mudn Tan sudt xuat hién
Roi loan mau va hé bach huyét | Giam tiéu cau Rat hiém
Rdi loan hé mién dich Phan ¢ng qua man Rat hiém

Phan (ing qua man cam trén da nhu ban do, phu
mach, hdi ching Stevens-Johnson

Rai loan hé hé hap, nguc va | Co that phé quan & cac bénh nhan man cam vdi | Rat hiém
trung that aspirin va NSAID khac
R&i loan gan mat Bat thuting gan Rat hiém

Thong bao ngay cho bac si hodc duoc sinhirng tic dung khdng mong muén gap phai khi st dung thudc.

Nglng dung paracetamol néu xay ra cac phan Ung c6 hai (ADR) nghiém trong. Ve diéu tri, xem phan “Quaé ligu va
cachxu tri”.
Théng bdo ngay cho bac s§ hodc dugc si khi gap cac tac dung khdng mong mudn nhur trén khi str dung thudc hodc
bédo cdo cac phan Ung cé hai cla thudc vé Trung tdm Thang tin thuéc va Theo ddi phan ting c6 hai ctia thude (ADR)
Qudc Gia tai dia chi: 13- 15 L& Thanh Téng - Hoan Kiém - Ha Néi; dién thoai: 024.3.9335.618; fax: 024.3.9335642;
email: di.pvcenter@gmail.com
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QUA LIEU VA CACH XU TRi

Qua ligu;

Tén thuong gan c6 thé xay ra & ngudi truang thanh khi udng tir 10g paracetamol trdf lén. USng tir 5¢ paracetamol
c6 the dan dén tan thuong gan néu bénh nhan c6 cac yéu t8 nguy co dudi day:

Yéu td nguy co'

a, Néu bénh nhan dang diéu trj lu dai vdi carbamazepine, phenobarbitone, phenytoin, primidone, rifampicin, St
John's Wort hoac céc loai thudc khac tao men gan. Hoac b, Thuong xuyén uéng rugu. Hoac ¢, C6 kha nang can kiét
glutathione vi du nhu rdi loan &n udng, xa nang, nhiém HIV, déi, suy mon.

Triéu ching:

Céc triéu chimg clia qua lidu paracetamol trong 24 git' dau tién |a xanh xao, budn ndn, ndn, chan an va dau bung.
Tén thuong gan 6 thé trd nén ré rang tir 12 dén 48 gid sau khi udng. Chuyén hda glucose bat thudng va nhiém toan
chuyén héa cé thé xay ra. Trong treong hgp ngd doc nang, suy gan cd thé tién trién thanh bénh nao, xuat huyét, ha
duong huyét, phii ndo va tlr vong. Suy than cap vdi hoai tif 8ng than cap tinh co thé dugc biéu hién ro bai dau that
lung, tiéu ra méau va protein niéu, cd thé tién trién ngay ca khi khéng cd ton thuong gan nang. Céc truing hop rdi
loan nhip tim va viém tuy da dugce bao céo.

XU tri:

Digutri cdp tinh 1A digu cin thiét khi qud liBu paracetamol. Mac du khdng cé cac triéu ching ban daurd rang, bénh
nhan cdn dugc chuyén dén bénh vién khan cap dé dugc cham séc y té ngay 1&p tic. Céc triéu ching cd thé chi gidi
han nhu budn ndén hodc nén, va cé thé khéng phan anh dugc mic dd nghiém trong clia qud liéu hodc nguy co ton
thuong ndi tang.

Diéu trj bang than hoat tinh nén duoc cén nhac néu da uéng thudc qua ligu trong vong 1 gio. Nong do paracetamol
trong huyét twong nén dugc do & 4 gidf hoac mudn hon sau khi udng (céc nong do trude do khdng déang tin cdy).
Digu tri bang N-acetylcystein cd thé dugc sir dung dén 24 gid sau khi udng paracetamal, tuy nhién, hiéu qua bao

vé t8i da chi dat dugc dén 8 gity sau khi udng. Higu qua clia thudc giai doc giam manh sau thoi gian nay. Néu can S
thiét, bénh nhan nén dugc tiém tinh mach N-acetylcysteine theo liéu trinh da thiét lap. Néu khong bi non 6i, st &a\
dung methionine duding udng cé thé 1a mét lua chon phl hap khi xay ra qua ligu & cac vung sau ving xa, bén ngoai 3 s

bénh vién. Vidc didu tri bénh nhan c6 bidu hién ri loan chirc n3ng gan nghiém trong sau 24 gid' sau khi qua ligu can ‘0 PHAN
dugc hi chan bdi cac chuyén giay té. F?E S
DACTINH DUQ'C LUC HOC y,
Nhém duoe ly: Gidm dau, ha sot ﬂ_:{@&
M3aATC: NO2B EO1. D s

Paracetamol 3 mot chat gidm dau, ha sét. Co ché tac dung cla paracetamol dugc cho 13 (rc ché tong hap
prostaglandin, chud yéu tai than kinh trung uong.

Paracetamol (Acetaminophen hay N-acetyl-p-aminophenol) la chat chuyén hoa c6 hoat tinh cta phenacetin, la
thudc gidm dau - ha sot hitu hiéu cé thé thay thé aspirin; tuy vay, khac vdi aspirin, Paracetamol khéng ¢6 higu qua
diBu tri viém. Vi ligu ngang nhau tinh theo gam, Paracetamol cd tac dung gidm dau va ha s&t tuong tu nhu aspirin.
Paracetamol lam gidm than nhiét & ngudi bénh s6t, nhung hiém khi lam gidm than nhiét d ngudi binh thuoing. Thude
tac dong lenving dudi doi gay ha nhiét, téa nhiét tang do gian mach va tang lwu luong mau ngoai bién.

Vi liBu digu tri, Paracetamol it tac ddng [&n hé tim mach va hd hdp, khdng lam thay déi can bang acid - base, khong
gay kich (ng, loét hodc chay méu da day nhu khi dung salicylat. Tc dung clia Paracetamol trén hoat tinh
cyclooxygenase chua duge bigt ddy di. Tac dung (rc ché clia Paracetamol trén cyclooxygenase-1 yéu.
Paracetamol khang ¢ tc dung trén su' k&t tap tiéu cau hodc thai gian chay mau.

DAC TINH DU'Q'C BONG HOC

Hép thu: Paracetamol dugc hap thu nhanh va hau nhu hoan toan qua dudng tiéu hda. Thirc an giau carbohydrat
lam giam ty |é hdp thu cla Paracetamol. Nong dd dinh trong huy&t tuong dat trong vong 30 - 60 phit sau khi uéng
vdi lieu didu trj.

Phan bé: Paracetamol phan bd nhanh va déng déu trong phan 16n cac md cla ca thé. Khoang 25% Paracetamol
trong méau két hop vdi protein huyét tuong.

Chuyén héa: Paracetamol bi N-hydroxyl héa béi cytochrom Paso d€ tao nén N-acetyl-benzoquinonimin (NAPQ),
mat chét trung gian cé tinh phan ing cao. Chat chuy&n héa nay binh thudng phan (ng véi cadc nhém sulfhydryl
trong glutathione va bj kh(r hoat tinh. Tuy nhién, néu udng lidu cao paracetamol, chat chuyén héa nay dugc tao
thanh véi luong vira di dé lAm can kiét glutathione cta gan; trong tinh trang dé, chat NAPQ khong duoc lién hop
véi glutathione gay ddc cho té bao gan, dan dén viém va co thé dan dén hoai tir gan.

Théi trir: Thoi gian bén thai clia paracetamol 13 1,25 - 3 gidy, co thé kéo dai véi lidu gdy déc hodc ¢ ngudi bénh co
thuong tén gan. Sau ligu diu tri, c6 thé tim thay 90 - 100% thudc trong nudc tidu ngay thi nhat, chi yéu sau khi
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lién hop trong gan vdi acid glucuronic (khodng 60%), acid sulfuric (khoang 35%) hodc cystein (khodng 3%); cing
phat hién thay mot lwgng nho nhiing chat chuyén héa hydroxyl - hda va khir acetyl. Tré nhd it kha nang glucuronic
lién hop vdi thudc hon so vai ngudi Lan.

QUY CACH BONG GOI: Hop 10 vix 10 vién; Hop 1 chai x 200 vién.
DIEU KIEN BAO QUAN: Khong qua 30°C, & noi khd rdo. Tranh dnh sang.
HAN DUNG: 24 thang ké tir ngay san xuat.

TIEU CHUAN CHAT LUQNG: TCCS

Ngay xem xét s(ra ddi, cap nhat to hudng dan st dung: 27.05.2025

CO' SO SAN XUAT:

CONGTY Cﬁ PHAN ASTA HEALTHCARE USA

Lo D1, D2, D6, D7 va D8 tai Khu cong nghiép Hoa Hiép 1,
P.Hoa Hiép Bac, Tx. Dong Hoa, T. Phd Yén, Viét Nam.
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