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ORAMOL TABLETS/.
(Vién nén Paracetamol 500 mg)

Dé xa tam tay tré em
Doc ky hudng dan sir dung truce khi ding

THANH PHAN CONG THUC THUOC
M&i vién nén cé chira:
Thanh phan hoat chdt: Paracetamol........................... 500 mg
Thanh phﬁ'n ta dwoc: Microcrystalline cellulose, maize starch, colloidal anhydrous silica,
magnesium stearate, sodium lauryl sulfate, sodium starch glycolate, purified talc, sodium methyl
hydroxybenzoate, povidone, sodium propyl hydroxybenzoate.
DANG BAO CH
Vién nén.
M6 ta dang bao ché: Vién nén mau trang, hinh tron, hai mat phfmg, ¢ vach chia & mdt mit.
CHI PINH
Diéu tri trlt;u chung sbt va/hoﬁc dau tir mirc do nhe dén trung binh.
CACH DUNG, LIEU DUNG

~ Liéu ding:
Nguoi Io'n ngudi cao tubi va tré em nr 16 tuéi (trén 55 kg thé trong): Ubng 500 mg — 1000
mg/lan, t6i da 3000 mg/24 gid. Liéu t6i da hang ngay cia paracetamol khéng dugc vuot qua
3000 mg.
Tré em tir 10 dén 15 tuoi (40-55kg thé trong): Ubng 500 mg mdi lan, tdi da 2000 mg/24 gio.
Liéu t6i da hang ngay khong dugc vuot qua 2000 mg.
Khdng nén dung cho tré em dudi 10 tudi.
Khong dugc lap lai liéu thudong xuyén hon 4 gi mdt 14n va khéng ding qué 4 liéu trong 24 gid.
Céc chu y khi sir dung:
- Vién nén paracetamol khong thich hop cho tré duci 10 tudi.
- Khoang cach gitra cic liéu it nhit 12 4 gio.
- Khéng dugce ding vugt qua liéu chi dinh do co nguy co géy ton thu'cmg gan nghiém trong.
- Neu con dau kéo dai hon 5 ngay hoﬁc sot hon 3 ngay hodc tré nén trdm trong hon, hogic néu
xuét hién bat ky triéu chimg nao khac, cin ngimg dung thubc va tham khéo thém ¥ kién cta béac
si.
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Cic dbi twgng dic biét: :
- Suy thdn: Trong trudng hop suy thin nén giam liéu:
Toc d9 loc ciu than Liéu dung
10 — 50 ml/phit 500 mg mdi 6 gidr
< 10 ml/phut 500 mg mbi 8 gidr

Suy gan: O nhimg bénh nhén bi suy gan hodc hoi chimg Gilbert, phai giam liéu hodc gidn dai
thori gian dung thude. Lidu hang ngay khong duge virgt qua 60 mg/kg/ngay (t6i da 2 g/ngay)
trong cac tinh hudng sau:

- Ngudi 16n nang dudi 50 kg.

- Suy gan nhe dén trung binh, hdi chimg Gilbert (chimg vang da khéng tan mau gia dinh).

- Mit nudc.

- Suy dinh dudng man tinh.

Céch dung:

Chi diing theo duomg udng. Nén ubng véi mét lugng nwrde 1om.

CHONG CHI PINH

Min cam véi paracetamol hodc véi bt ky thanh phin nao cua thude.
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CANH BAO VA THAN TRONG KHI DUNG THUOC

Khéng khuyén cdo sir dung thude lau dai va thudng xuyén.

Bénh nhén khong dugc dung déng thoi vei céc thudc khac co chira paracetamol. Diing nhiéu liéu
hang ngay hoac dung qua liéu c6 thé gay ton thuong gan nghiém trong, trong nhirng truong hop
ndy, can duge tr van y té ngay 1ap tirc ké ca khi bénh nhén cam thay khoe vi nguy co ton thuong
gan khéng hdi phuc. Viéc két hop véi mét loai thuoc ha sét khac & bénh nhan tré tudi duge didu
tri bing paracetamol 60 mg/kg/ngay 1 khong cin thiét trir trurong hop khong hiéu qua.

Thén trong khi dung paracetamol cho benh nhén suy than nidng hofc suy gan nang (Child-Pugh >
9), suy gan nhe dén trung binh (bao gébm hdi chimg Gilbert), viém gan cap tinh, ding ddng thori
céc thudc anh hucmg dén chirc ning gan, thiéu hut glucose-6 phosphatedehyrogenase, bénh tan
mau, nghién rugu, mit nuéc man tinh va suy dinh dudmg.

Nguy co qua liéu s& 1én hon & bénh nhan bi bénh gan do rugu khong phai xo gan. Cin thén trong
v6i trudmg hop nghién rugu man tinh. Khéng duge udng rugu trong thoi gian diéu tri. Liéu ding
hang ngay khong dugc vugt qua 2 g trong trm:mg hop nay.

Tmng lnmng hop s6t cao, cé ddu hiéu nhiém khuén thir phat hodc cdc triéu chimg kéo dai hon ba
ngay, nén hoi y kién béc si.

Sau khi sir dung thudc gzam dau kéo dai (> 3 thang) mdi ngdy ho#ic thudéng xuyén hon, dau diu
c6 thé xay ra hodc tré nén trdm trong hon. Pau dau do lam dung thudc giam dau khong nén xir ly
bing cach ting liéu. Trong truomg hop nay, chi ding thudc giam dau sau khi tham khao y klen
béc si. Thén trong & bénh nhan hen phé quan nhay cam véi acid acetylsalicylic vi co that phe
quén véi paracetamol (phéan img chéo) da dugce béo cdo.

Han ché ty dung thudc paracetamol khi ding thudc chdng co gidt vi khi sir dung ddng théi ca hai
thubc nay s& lam tﬁng ddc tinh trén gan va giam sinh kha dung cua paracetamol, dac biét khi
dung paracetamol lidu cao.

Cén than trong néu ding dong thoi paracetamol véi flucloxacillin do ting nguy co nhi®m toan
chuyen hoa c6 khoang trong anion cao (HAGMA), diic biét & ‘nhimg bénh nhén bi suy thén ning,
nhiém khudn huyét, suy dinh dudng va céac trucmg hop thiéu “hut glutathione khac (vi du nhu
nghién rugu mén tinh), cling nhu nhimg ngudi sir dung lidu tdi da pracetamol hang ngay. Nén
theo ddi chit ché, bao gbm do nong do 5-oxoproline trong nuéc tiéu.

Anh huong dén cde xét nghiém: Paracetamol c6 thé anh huong dén két qua xét nghiém acid uric
bing acid wolframato phosphoric va xét nghn;-m dudmg huyét bing glucose-oxydase-peroxydase.

Cdc phan itng nghiém trong trén da: Bac si can canh bao bénh nhén vé céc dau hiéu cua phan
tmg trén da nghiém trong nhu hdi chimg Steven-Jonhson (SJS), hdi chirng hoat tir da nhiém déc
(TEN) hay hdi chimg Lyell, h¢i chimg ngoai ban myn mu toan thén cdp tinh (AGEP).

Phan ‘mg phu nghiém trong trén da mgc du ti I¢ méac phai 1a khong cao nhung nghiém trong,
thim chi de doa tinh mang bao gdm héi chimg Steven-Jonhson (SJS), héi chung hoat tir da
nhiém dc: toxic epidermal necrolysis (TEN) hay h¢i chimg Lyell, h¢i chimg ngoai ban mun mu
toan thin cép tinh: acute generalized exanthematous pustulosis (AGEP).

Cac triéu ching cta cac hdi chimg néu trén duge mé ta nhu sau:

- Hai chimg Steven-Jonhson (SJS): la di (mg thudc thé bong nudc, bong nude khu tri & quanh
céc héc tu nhién: mél mili, miéng, tai, b phén sinh duc va hiu mén. Ngoai ra c6 thé kém sbt
cao, viém phm roi loan chic niang gan thin. Chan doan hoi chimg Steven-Jonhson (SJS) khi c6
it nhét 2 héc tu nhién bi tén thua'ng

- Hoi chimg hoat tir da nhiém doc (TEN): 1a thé di img thubc néng nhét, gom

+ Céc tén thuong da dang & da: ban dang sdi, ban dang tinh hong nhiét, hong ban hodc céc bong
nudc bung nhung, cac ton thucmg nhanh chéng lan téa khip ngudi;

+ Tén thuong niém mac mét: viém gidc mac, viém két mac mu, loét giac mac.

+ Ton thuong niém mac dudng tiéu héa: viém miéng, trot niém mac miéng, loét hiu, hong thuc
quéan, da day, ru{)t;

+ Tén thuong niém mac dudmg sinh duc, tiét ni¢u.

+ Ngoén ra cbn c6 cée triéu chimg toan than trim trong nhur sét, xuét huyét dwong tiéu hoa, viém
phdi, viém cau thin, viém gan...ty 1é tir vong cao 15 — 30%.
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- Hoi chimg ngoai ban mu toan than cép tinh (AGEP): mun mu v6 trung nho phat sinh trén nén
hong ban lan réng. Tn thuong thudmg xudt hién & cac nép gap nhu nach, ben va mat, sau dé cé
thé lan rong toan than. Triéu chimg toan thin thuong c6 1a sot, xét nghiém méu bach cdu mui
trung tinh tang cao.
Khi phat hién nhimg déu hiéu phat ban trén da diu tién hodic bét ky ddu hiéu phan img qua mén
nao khac, bénh nhin nén ngimg sir dung thube. Ngudi da timg bi cac phan img trén da nghiém
trong do paracetamol géy ra thi khong dugc sir dung thubc tré lai va khi dén kham chira bénh cin
phai thong bao cho nhan vién y té biét vé van dé nay.
Td dwge: Thude nay chira it hon 1 mmol natri (23mg) trong mdi vién, nghia la vé co ban khéng
chira natri. T4 dugc methylparaben va propylparaben c6 thé gy di mg (phén (mg dién ra mudn).
SU DUNG THUOC CHO PHY NU' CO THAI VA CHO CON BU
Phu nir ¢6 thai: Nhiéu dir liéu vé phu nir ¢6 thai cho thay thube khong gdy di tat, khong nh1em
doc thai nhi/tré so sinh. Céc nghién ctru dich té hoc vé sur phat trién than kinh & tré em tiép xtic
véi paracetamol trong tir cung cho thiy két qua chua rd rang. C6 thé sir dung paracetamol trong
thoi ky mang thai tuy nhién nén dung & lidu thip nhit c6 hiéu qua trong thii gian ngin nhét va
tan sudt thip nhét co thé.
Phu nir cho con bi: Sau khi uéng, mot lrgng nhé paracetamol duge bai tiét vao sira me véi sb
lugng khong déng ké. Cho dén nay, khéng c6 tic dung khong mong muén ndo dugc biét dén
trong qua trinh cho con bii. C6 thé dung paracetamol trong thai ky cho con bu véi lidu diéu tri.
Khi niing sinh sin: Khong c6 tac dung bét lgi nao cua paracetamol dbi voi kha niing sinh san.
ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Vién nén paracetamol khéng anh huéng hofic anh hudng khong déng ké dén kha ning 1ai xe va
van hanh may moc.
TUONG TAC, TUONG KY CUA THUOC
Twong tic thude:
Téc do hdp thu paracetamol c6 thé ting 1én khi dung cing véi metoclopramide hodc
domperidone va giam hép thu khi dung cung cholestyramine. Téac dung chéng déng mau cua
warfarin va cac coumarin khac ¢6 thé tang 1én khi ding paracetamol hang ngay kéo dai véi ting
nguy co xuét huyét. LICU thuong xuyén khong cé tac dung dang ké.
Paracetamol duoc chuyén héa nhidu & gan nén c6 thé twong tac véi cac thude co cing con dudng
chuyen hoa hodic gdy cam tmg/tic ché enzym chuyén héa. Nghién rugu man tinh hodc dung céc
thudc gy ra cam mg enzym gan nhu rifampicin, barbiturat, mdt s6 thube chong dong kinh (nhu
carbamazepine, phenytoin, phenobarbital, primidone) va St. John’s wort c6 thé Iam ting déc tinh
trén gan do tang nhanh va nhanh hinh thanh céc chat chuyén hoa ddc hai cia paracetamol. Do
d6, can than trong khi ding paracetamol ddng thoi céc thude cam tmg enzym.
~ Probenecid lam giam gén gép hai lan do thanh thai cua paracetamol bang cach trc ché su lién hop
clia paracetamol véi acid glucuronic. Nén xem xét gidm lidu paracetamol khi sir dung déng théi
vei probenecid. g )
Paracetamol co thé lam tang nong dg cloramphenicol trong huyét tuong.
Khi ding dﬁng thoi paracetamol va zidovulin lau dai, thuomg xuyén xay ra giam bach cau trung
tinh c6 thé 1a do giam chuyén héa zidovudin.
Salicylamide c6 thé kéo dai thoi gian ban thai (t12) ciia paracetamol.
Isoniazid lam giam d¢ thanh thai paracetamol, 1am tang tdc dung va/hodc dc tinh cia né do e
ché enzym chuyén hoa ¢ gan.
Paracetamol c6 l!1é lam giam sinh kha dung ciia lamotrigine din t&i giam tdc dung, do gdy cam
ung enzym chuyén héa ¢ gan.
Cén thén trr;mg khi sir dung dong thoi paracetamol véi flucloxacillin vi ding ddng thoi ¢ thé
dan dcn nhiém toan chuyén hoa cd khoang tréng anion cao, diic biét & nhimg bénh nhén c6 céc
yéu t6 nguy co.
Twong Ky: Do khong c6 nghién ciru vé tinh tuong ky cta thude, khong trén 14n thudc nay véi
céc thudc khac.
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TAC DYNG KHONG MONG MUON CUA THUOC
O liéu diéu tri c6 it tac dung khﬁng mong muén xéy ra.

Céc tac dl,mg khong mong mudn duogc xép theo tin suat xdy ra: Rat hay gip (> 1/10), hay gﬁp (=
1/100 dén < 1/10), it g@ip (> 1/1000 dén < 1/100), hiém gap (= 1/10000 den < 1/1000), rit hiém

gép (< 1/10000), khong rd (khéng thé wéc tinh tir dix liéu cé sin).

Réi loan hé méu va bach huyét

Hiém gip

Mit bach cau hat (ding l4u dai), giam tiéu cau, ban xuét huyét giam tiéu cau,
oiam bach cdu, thiéu mau tan mau, rdi loan tiéu cu, rdi loan té bao goc

Rat hiém gip

Giam toan thé huyét ciu

Roi logn h¢ mién dich

Hiém gép Qua man (khdng bao o6m phu mach)
Rét hiém gip Qué mén (phu mach kho thé, tang tiét mo hoi, buon non, ha huyét ap, soc,

phan {mg phan v§), can ngimg diéu tri

Réi loan chuyén héa va dinh dwing

Rt hiém gap

| Ha dudng huyét

Roi loan tim than

Hiém gip

| Tram cam khong dic hiéu, nham lan, ao gidc

Roi loan hé thin kinh

Hiém gip

| Run khéng dic hiéu, dau dau khong dic hiéu

Roi loan mat

Hiém gip

| Tam nhin bat thuomg

Roi loan tim

Hiém gap

Phu

Roi loan hé hap, Iongﬂggrc

va trung that

Rét hiém gap

Co that phé quan & nhimg bénh nhén nhay cam véi aspirin va cic NSAID
khéc.

Roi loan tiéu héa

Hiém gap

Xuét huyét khong dic hiéu, dau bung khong dic hiu, tiéu chay khong dac
hiéu, buén nén, ndn.

Roi loan gan mit

Hiém gﬁp

Chirc néing gan bat thuomg, suy gan, hoai tir gan, vang da.

Rét hiém gip

Ngd do gan

Sir dung 6 g paracetamol c6 thé din dén ton thuong gan (& tré em: hon 140 mg/kg); liéu cao
hon gély hoai tir gan khéng hoi phuc.

Réi loan da va mé dwdi da

Hiém gap

Ngira, phat ban, d6 mo hoi, ban xuét huyét, phit mach, may day.

Rét hiém gip

Phan mg da nghiém trong da dugc béo céo.

Chura rd

Hgi chimg 'ngoai ban mu toan théin cz"ip tinh, hoai tir da nhiém déc, bénh da
liu do thude, hdi chimg Stevens-Johnson.

R6i loan thin

va tiét niéu

Rét hiém gip

Viém niéu dao vd khuin (nude tiéu dyc) va tac dung phu trén thin (suy thin
ndng, than hu, tiéu mau, dai dim).

Cic roi tai chd va toan thin

Hiém gap

Chéng mit (khong bao gom hoa mat), phién mudn, phét sét, an thin, tuong
tac thudc khong dac hiéu.

Chin thwong,

ngod dqc vi cdc bién chimg phiu thujt

Hiém gip

Qua liéu va ngd dqc

QUA LIEU VA CACH XU TRI

Paracetamol ¢6 thé gdy ngd ddc, dic biét & ngudi cao tudi, tré nho, bénh nhian mic bénh gan,
nghié¢n rugu man tinh, bénh nhén suy dinh duéng man tinh va bénh nhén sir dung thubc cam img

enzym gan. Dung qua lidu paracetamol c6 thé gdy tir vong trong nhimg truong hgp nay.
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C6 thé c6 tdn thurong gan & nguoi 16n ding tir 6g paracetamol tris 1én, dic biét néu bénh nhén c6
céc yéu td nguy co nhu bén dudi day.
Cdc yéu té nguy co: L
- Bénh nhén dang diéu trj lau ngay bﬁng carbamazepine, phenobarbital, phenytoin, primidone,
rifampicin, St John’s Wort hodc cac thudc khac cam mg enzym gan.
- Hodéc nghién rugu.
- Ho#c cic trudng hop thiéu hut glutathione nhu: &n udng thit thudng, xo nang, nhiém HIV,
dai lau dai, suy nhugc.
Triéu chirng: Ngo doc paracetamol cip tinh co thé tién trién theo nhiéu giai doan.
Céc triéu chimg khi ding qua lidu paracetamol trong hai ngay déu 12 budn nén, ndn, chén Zn,
xanh xao va dau bung. Tinh trang ngd déc nhe chi giéi han & nhimg tri¢u chimg nay.
Khi ngd ddc niing hon s& xuit hién céc triéu chimg cin 1dm sang nhur enzym gan ting cao. Tir 2
dén 4 ngay sau khi phoi nhidm, cic triéu chimg 1am sang ciia ton thucmg gan dugc biéu hién
nhu: gan to, dau dom, vang da, bénh ndo, hon me va roi loan dong mau, tat ca déu thi phal do
suy gan. Suy than (hoai tir 6ng than) 1a rat hiém. Ngd déc ning c6 thé din dén nhiém toan
chuyén héa.
Diéu tri: Cin tudn thu céc huémg din diéu tri tai chd khi qua liéu paracetamol.
Ngay sau khi uong qua liéu paracetamol, thuong din dén ngd doc ndng, co thé xem xét dén cic
s bién phéap giam hap thu nhu rira da day trong vong 1 glﬁ sau khi uong hogc dung than hoat tinh.
N-acetyl cysteine (NAC) c6 thé durge ding lam thube giai doc. Pé ding NAC cén xac dinh ndng
do cua paracetamol trong mau. Thong thuomg, tiém tinh mach NAC dugc wu tién hon va nén tiép
tuc cho dén khi khéng con phat hién paracetamol. Dic biét, udng NAC Ién dén 36 gid sau khi
udng c6 thé cai thién tién luong. Khong két hgp ubng NAC véi liéu phap ding than hoat.
Khi méi bit dau diéu tri, cin xét nghiém chirc nang gan va 13p lai m3i 24 gid. Trong héu hét céc
trudmg hop, transaminase gan s& gan vé mirc binh thudmg trong vong hai tuan sau khi uong qué
liéu va chirc ndng gan s€ hoi phuc hoan toan. Mgt s6 hiém trudmg hop, cé thé phai ghép gan.
PAC TiNH DUQC LUC HQC
Nhém tdc dung duege Iy: Thude giam dau va ha sét khéc, céc anilide. Ma ATC: N02BEO1
Co ché tic dung: Paracetamol la thudc ha st va giam dau hiéu qua. Tuy nhién, né khéng cé tac
dung chdng viém.
Téc dung chinh cua paracetamol la (rc ché cyclooxygcnase, mdt enzym quan trong cua qua trinh
tong hop prostaglandin. Cyclooxygenase & hé than kinh trung wong nhay cam véi paracetamol
hon so véi cyclooxygenase ngoal vi va vi vdy paracetamol c¢6 tac dung ha st va giam dau ma
khéng c6 hoat tinh chong viém ngoai vi.
PAC TINH DUQC PONG HQC
et Hip thu: Paracetamol duge hip thu nhanh va gin nhir hoan toan qua dudng tiéu héa. Nong dé
t6i da trong huyét twong dat duge trong vong 30 phiit dén 2 gid.
Phén bé: Paracetamol duge phan bé nhanh dén khip cic mé trong co thé. Co thé so sanh dugc
néng dd trong mau, nudce bot va huyét twong.
Thé tich phdn bd ctia paracetamol 1 khoang 1 L/kg thé trong. O liu diéu tri, paracetamol lién
két vai protein khong déang ké.
Chuyén héa: O ngudi 16m, paracetamol dugce lién hgp & gan véi acid glucuronic (~ 60%), acid
sulfuric (~ 35%). Sau d6 nhanh chéng bi bdo hoa khi ding liéu cao hon liéu diéu tri. M6t phin
nho, dugce xic tic boi cytochrom P450, din dén hinh thanh mot san phdm trung gian gy déc, N-
acetyl-p-benzoquinoneimine, binh thudémg sé& nhanh chong dugc giai doc béi glutathion va thai
trir qua nude tiéu sau khi lién hop vai cystein (~ 3%) va acid mercaptopuric.
O tré so sinh va tré em < 12 tudi, lién hop véi acid sulfuric la dudmg thai trir chinh va qué trinh
glucuronid héa thdp hon & nguoi 16n. Téng lwong thai trir & tré em twong duong vdi & ngudi 1om,
do d6 kha ning lién hop véi acid sulfuric tang 1én.
Thai trir: Paracetamol dugc thai trir chi yéu qua nudc tiéu, 90% liéu uc‘mg dugc thai trir qua than
trong vong 24 gidr, chi yéu dudi dang glucuronid (60 dén 80%) va sulfat (20 dén 30%). Dudi 5%
dugc thai trir & dang khong di. Thoi gian ban thai khoang 2 gio.
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Trong trudng hop suy thén hodc suy gan, sau khi ding qua liéu, va & tré so sinh, thai gian ban
thai cia paracetamol bi tri hodn. Higu qua t6i da tuwong dwong véi ndng do thudc trong huyét
tuong. Poi v6i bénh nhén cao tudi, kha ning lién hop khéng bi thay dbi.

QUY CACH PONG GOI: Hop 10 vi x 10 vién.

PIEU KIEN BAO QUAN: Béo quan dudi 30°C. Trénh anh sang.

HAN DUNG: 36 thang ké tir ngay san xuét.

TIEU CHUAN CHAT LUQNG CUA THUOC: BP

TEN, PIA CHI CUA CO SO SAN XUAT THUOC

BRAWN LABORATORIES LIMITED

Dia chi: 13, NIT, Industrial Area, Faridabad — 121001, Haryana, India (An D9).
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