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PARACETA
250 ODT

Paracetamol 250mg

HA SOT - GIAM DAU
Khéng hai da day
Khéng gy buén ngl

Hop 10 vi x 10 vién nén phan |

PARACETAMOL
250 ODT

THANH PHAN: Mbi vitn chia
__250mg
Wi A0 T vidn nén phdn the Lan trong midng

Tidue

hil DINM, CACH DUNG, CHONG CHi DINM VA CAC THONG TIN KHAC:
Xem trong by hutng diin s dung thudc lim theo
BAO QUANE Mot kha, tranh Snh sang, nhigt 85 dudi 30°C
TiEu cHUKN AP s
0 XA TAM TAY TRE EM
BOT K HUONG DAN SU DUNG TRUOC KHI DUNG
d Mhi siin it
CONG TY CP DUGC TRUNG UONG MEDIPLANTEX

Dla chic 58 358 dubing Gidl Phéng, Phuang Lkt Thanh Xudn, Hi NG|
5 ta: N iy duige phiim sl 2, Trung Hiuw, Tidn Phong, Mé Linh, Ha NSt

Upyd UPU LA 0L X |4 0L DOH

nbu ugnq Agb Gugyy
Aep ep 12y Buoyuy

Nva WYIO - 10S VH

bwpsz jowpiadping

1d0O 0S<
3DVUVvd

"—H’L A
Sy, T—

PARACETAMO
250 ODT

COMPOSITION: Each tablet containg

Paracetamol S pee—— | ¥
Excipients .. e 51 1 orodispersible tablet
INDICATION, ADMINISTRATION, CONTRA - INDICATION AND OTHER

STORAGE: Stor in 2 dry place. protect from light, below 30°C

KEEP QUT OF REACH OF CHILDREN

READ CAREFULLY DIRECTION BEFORE USE

‘m-::um:
MEDIPLANTEX NATIONAL PHARMACEUTICAL L5.C
358 Glal Phong Road, Phuong Liet, Thanh Xuan, Ha Nol
Manufactured in: Factory No.Z Trung HauwTien Phong, Me Linh, Ha Noi,
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PARACETAMOL
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TO HUONG DAN SU DUNG THUOC
PARACETAMOL 250 ODT

Dé xa tam tay tré em
Doc kj hwéng din siv dung truwoe khi ding

THANH PHAN CONG THU'C THUOC CHO 1 VIEN

Thanh phan hoat chét: Paracetamol 250 mg

Thanh phan ti dwge: Lactose monohydrat, low-substituted hydroxypropyl cellulose,
microcrystalline cellulose, natri lauryl sulfat, PVP K30, natri starch glycolat, crospovidon, bot
huong cam, sucralose, magnesi stearat. aerosil.

DANG BAO CHE
Vién nén phén tan trong miéng.

MG ta dang bao ché: Vién nén dai mau tréng, thanh va canh vién lanh lan.
CHI PINH

Dicu tri dau nhe dén vira va ha sét. Thube duge sir dung trong céc truong hop nhu dau dau,
dau rdng, dau tai, dau hong, cdm lanh va ctiim, dau nhtrc va sét sau tiém chung.

LIEU DUNG, CACH DUNG
Cich dung

Dung duong udng.

Thude duge dit trong miéng, sau dé s& tan trén ludi. Thude s& nhanh choéng phén tan thanh
dang bot nhio, dé nudt. Ngoai ra, thuéc c6 thé duoc phén tan trong mot thia ca phé nudc hodc
stra.

Li¢u ding
Poi tugng Liéu dung Tan suat (trong 24 gid)
Tré em dudi 6 tudi Khong khuyén cdo -
Tré em 6 — 9 tudi | vién 4 lan
Tré em 9 — 12 tudi 2 vién 4 lan
Tré em 12 — 16 tudi 2 dén 3 vién 4 lan
Ngudi [6m va tré em trén 16 tudi 2 dén 4 vién 4 lan

e Khong dung qua 4 liéu trong vong 24 giér bat ky.

e Giita céc liéu cdch nhau it nhat 4 gio. |

e Khong dung thudc nay cho tré em qué 3 ngay ma khong hoi y kién bac sy hodc dugc
s¥.

Nguoi cao tudi: Liéu ding théng thuong cho ngudi 16n 1a phii hgp. Tuy nhién c6 thé cn giam
lidu & nhirng ddi tugng yéu, cao tudi.
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CHONG CHI PINH
Qué mén véi paracetamol hodc bt ky thanh phén nao ctia thude.
CANH BAO VA THAN TRONG KHI DUNG THUOC

Bac sy can canh bao bénh nhén vé cac dau hiéu ctia phan (mg trén da nghiém trong nhu héi
chimg Stevens-Johnson (STS), hoi ching hoai tir da nhiém doc (TEN) hay hoi chimg Lyell,
hdi chimg ngoai ban mun mi toan than cép tinh (AGEP). Ngtmg st dung thudc ngay khi phat
hién phat ban da hogc bat ky dau hiéu qua man nao khac.

Khong ding vuot qué lidu khuyén cdo. Ubng thude qué lidu ¢ thé gdy hai gan. Trudng hop
ubng qué lidu, hdy tim kiém su tro giup y té ngay lap tirc. Cham séc y té nhanh chéng la rat
quan trong doi v&i ca ngudi 16n va tré em ngay ca khi khong nhan thdy ddu hiéu hoic triéu
chimng.

Can than trong khi ding paracetamol cho bénh nhén suy than nang hodc suy gan ning.

Nguy co qué liéu cao hon & nhitng ngudi bénh gan do ruou khong kém xo gan. Ngudi nghién
ruou man tinh nén tham khao y kién béc sy trude khi sir dung.

Cén than trong khi sir dung paracetamol dong thoi véi flucloxacillin do ting nguy co nhiém
toan chuyén héa khoang trong anion cao (HAGMA), ddc biét & nhitng bénh nhan suy than
ning, nhiém tring huyét, suy dinh dudng va cac nguyén nhan khac géy thiéu hut glutathione
(nhu nghién rugu man tinh), cling nhu nhiing nguoi dung lidu paracetamol téi da hang ngay.
Khuyén céo theo ddi chat ché, bao gdm do ndng dd 5-oxoproline trong nude tiéu.

Khéng ding bat ky cac thude khac 6 chita paracetamol trong thoi gian dung thude nay, do c6
thé din dén qua lidu.

Canh bao ta dwge
Thube c¢6 chira lactose bénh nhan bi rdi loan di truyén hiém gap nhu khong dung nap
galactose, thiéu hut lactase hoan toan hodc kém hép thu glucose — galactose khong nén ding

thude nay.
SU DUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU

Thoi ky mang thai

M&dt lugng 16n dir liéu & phu nir mang thai cho thdy khong c6 doc tinh gay di tat hodc ddc tinh
d6i voi thai nhi/tré so sinh. Céc nghién ciru dich t& hoc vé su phat trién than kinh ¢ tré em tiép
xtic voi paracetamol trong tur cung cho két qua khong rd rang. Néu céan thiét vé mat 1am sang,
o thé str dung paracetamol trong thai ky, tuy nhién phai ding véi lidu thip nhit c¢6 hi¢u qua
trong thoi gian ngén nhét c6 thé va véi tAn suat thip nhat c6 the.

Khi dung cho me & lidu diéu tri (liéu don 1 g), paracetamol di qua nhau thai vao tudn hoan cia
thai nhi chi sau 30 phut sau khi udng va dugc chuyén héa trong thai nhi bing céch lién hop
voi sulfat va ngay cang nhiéu véi glutathione.

Thoi ky cho con b

Paracetamol duoc bai tiét vao sita me nhung véi luong khong dang ké vé mat 1am sang. Dit
liéu da cong b hién c6 khong chdng chi dinh cho con by.

Kha nang sinh sin

Khéng cé thong tin lién quan dén anh hudng cia thude nay 1én kha ning sinh san.
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ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Chura c6 bang chimg vé anh hudng cia thude 1én kha ning l4i xe, vin hanh may méc.
TUONG TAC, TUONG KY CUA THUOC

Thube gdy cam wng enzym microsomal gan

Chuyén héa paracetamol c6 thé bi ddy nhanh boi carbamazepine, fosphenytoin, phenytoin,
phenobarbital, primidone (ciing ¢6 bdo céo riéng 1é vé doc tinh v6i gan).

Téc dd hép thu paracetamol c6 thé tang lén boi metoclopramide hodc domperidone va giam
hép thu bai cholestyramine.

Téc dung chéng dong méau cua warfarin va cac coumarin khac c6 thé tang 1én khi sir dung
paracetamol thudmg xuyén kéo dai, vai nguy co chay méu ting; khong c6 anh huong déng ké
néu chi thinh thoang dung thude.

Cén than trong khi ding paracetamol dfing thoi véi flucloxacillin vi ding ddng théi c6 lién
quan dén nhiém toan chuyén hoa c6 khoang trong anion cao, dic biét & nhimg bénh nhén cé
céc yéu to nguy co.

Viéc ubng rugu thuong xuyén cé thé lam tang doc tinh trén gan do qua liéu paracetamol va c6
thé gop phin giy ra viém tuy cép, dugc bdo cdo & mdt bénh nhan di ding quéd liéu
paracetamol. Viéc ung rugu cép tinh c6 thé lam giam kha nang chuyén héa paracetamol liéu
cao cua ca nhan, diéu nay cé thé kéo dai thoi gian ban thai cia thude trong méu.

Do khong ¢6 cac nghién ctru vé tinh tuong ky ciia thude, khong tron 1an thude nay véi céc
thube khac.
TAC DUNG KHONG MONG MUON CUA THUOC (ADR)

Céc tac dung khong mong mudn dugc phan nhom theo hé co quan va tAn sudt: rt thuong gap
(ADR > 1/10), thudong gip (1/100 < ADR < 1/10), it gap (1/1000 < ADR < 1/100), hiém gap
(1/10 000 < ADR < 1/1000), rét hiém gip (ADR < 1/10 000), khéng r& (khong thé wéc tinh tir
dit liéu san co):

Hé¢ co quan Tan suit ADR
R&i loan méau va hé | Khong rd R&i loan mau (bao gdm giam tiéu cau va mat
bach huyél bach cau hat)l
R&i loan hé mién | Rat hiém gap Phan tmg phan vé
dich Rat hiém gap Quéd man
R&i loan gan mét Khong rd Tén thuong gan®
R4i loan da va mé | Rét hiém gap Phat ban
dudi da Khong rd Phat ban ¢6 dinh
Khong rd Phat ban ngia
Khong rd May day
R4i loan than va hé | it gap Bénh than do doc tb
tiét niéu Khéng rd Hoai tir nht than®
Két qua xét nghiém Khong rd Transaminase tang"

1. Pa duge bao cdo sau khi sir dung paracetamol, nhung khong nhét thiét c6 lién quan dén
thude.
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2. Hoai tir gan man tinh da duogc bdo cdo ¢ mdt bénh nhan diing liéu diéu trj paracetamol hang
ngay trong khoang mot nam.

3. Ba dugc bdo cdo sau khi dung thude kéo dai.

4. Tang transaminase & muc thdp c6 thé xay ra & mot s§ bénh nhan dung liéu diéu tri
pa]'acetamol; su gia ting nay khong di kém véi suy gan va thudng tu hdi phuc khi tiép tuc
diéu trj hodc ngimg dung paracetamol.

Phan {ing da nghiém trong rét hiém gip da duoc béo céo.

Hoai tir gan man tinh da dugc béo cdo & mét bénh nhan dung liéu diéu tri paracetamol hang
ngay trong khoang mot ndm va ton thuong gan da duoc bao cdo sau khi ubng qua lidu hang
ngay trong thdi gian ngén hon. Mot danh gid trén mdt nhém bénh nhén bi viém gan man hoat
dong khong cho thdy sy khac biét vé bit thuong chirc nang gan & nhing ngudi sir dung
paracetamol trong thoi gian dai, kha ning kiém so4t bénh cia ho cling khéng dugc cai thién
sau khi ngirng paracetamol.

Thong bdo ngay cho bic sy hofic dwge sy nhirng tic dung khéng mong mubn gip phai
sau khi sir dung thude

QUA LIEU VA CACH XU TRIi

Ton thuong gan c6 thé xdy ra & ngudi 16n va thanh thiéu nién (> 12 tudi) da udng 7.5

paracetamol tré 1én. Nguoi ta cho rang luong du thira chit chuyén héa doc hai (thudng duoc

giai doc hoan toan bing glutathione khi ding lidu paracetamol thong thuong) s& lién két

khong phuc hoi voi md gan. Udng 5g paracetamol trér 1én 6 thé dén dén tén thuong gan néu

bénh nhan c6 cac yéu t6 nguy co (xem bén duéi).

Yéu to nguy co

Néu bénh nhan:

- Pang dicu trj dai han bang carbamazepine, phenobarbital, phenytoin, primidone,
rifampicin, St John's Wort hay cac thudc khac giy cam img enzym gan, hodc

- Thudng xuyén udng ethanol (rugu) vuot qua luong khuyén cdo, hodc

- C6 kha nang bi suy giam glutathione, vi du nhu: réi loan n udng, xo nang, nhiém HIV,
suy dinh dudng, hdi chirng suy mon.

Triéu ching

Ciéc triéu ching qua liéu paracetamol trong 24 gi¢ ddu la: xanh xao, budn nén, tang tiét md

hoi, kho chiu, nén, chan in va dau bung. Ton thuong gan ¢ thé biéu hién 13 rang tir 12 dén

48 gio sau khi ubng. Cac tridu chimg c6 thé bao gdm: gan to, dau gan, vang da, suy gan cép

va hoai tir gan. C6 thé xay ra bat thuong vé chuyén hoa glucose va nhiém toan chuyén hoa.

Co6 thé tang bilirubin méau, men gan, INR, thot gian prothrombin, phosphat mau va lactat mau.

Trong truong hgp ngd doc nang, suy gan c6 thé tién trién thanh bénh ndo gan, xuit huyét, ha

duong huyét, phil ndo va tir vong. Suy than cdp v6i hoai tir 6ng than cép, dic trung boi dau

that lung, tiéu méu, protein niéu, c6 thé xay ra ngay ca khi khong c6 ton thwong gan nghiém

trong. Réi loan nhip tim va viém tuy da duoc bao céo.

Thiéu mdu tan mau (& nhitng bénh nhan thiéu hut glucose-6-phosphate dehydrogenase

(G6PD)): tinh trang tan mau da dugc bdo cdo & nhitng bénh nhén bi thiéu hut G6PD, khi sir

dung qua liéu paracetamol.
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Cach xuw tri

XU tri qua liéu paracetamol cén duoc tién hanh ngay 1ap tirc. Mac du cé the khong ¢6 triéu
chirng dang ké & giai doan déu, bénh nhén nén duoc chuyen dén bénh vién gap dé duoc chim
soc y té kip thoi. Céc triéu chimg ban dau cé thé chi gi&i han & budn ndén hodc non va khéng
phan anh mic do nghiém trong cua qué liéu hodc nguy co tén thuong co quan. Xtr tri ng6 doc
can tudn theo cac huong dén diéu tri da duoc thiét lap.

Nén can nhic diéu trj bing than hoat tinh néu truong hop ngé doc xay ra trong vong 1 gid.
Nong 0 paracetamol trong huyét twong nén duoc do & thoi diém 4 gio hodc mudn hon sau
khi udng (ndng dd som hon khéng dang tin cdy). C6 thé diéu tri biang N-acetylcysteme trong
vong 24 gio sau khi ubng paracetamol, tuy nhién hi¢u qua giai doc tot nhat dat duqc trong
vong 8 gior dau. Hiéu qua cua thude giai doc giam manh sau thoi gian nay Néu can, bénh
nhdn nén duoc tiém tmh mach N-acetylcysteine theo phac db diéu tri. Néu bénh nhan khong
bi ndn, methionine udng c6 thé 1a mét lya chon thay thé phu hop cho céc ving xa, bén ngoai
bénh vién. Truorng hop bénh nhén cé biéu hién suy gan nghlem trong sau 24 gior ké tir khi
ubng thudc can tham khao y kién cia Trung tdm chong doc quéc gia hodc Khoa gan dé c6
phac do diéu tri thich hop.

DUQC LUC HQC

Nhém duge 1y: Thude giam dau va ha sét
Ma ATC: NO2BEO1

Paracetamol ¢6 tac dung giam dau va ha sét tuong tu nhu aspirin, dugc st dung dé diéu tri
céc con dau nhe dén trung binh
DUQC PONG HOC

Paracetamol dugc hap thu nhanh chéng va gén nhu hoan toan tir dudmg tiéu héa. Néng do
dinh trong huyét twong dat dugc sau 30-90 phit sau khi dung thudc.

Paracetamol phan b nhanh chong khip cac mo. Lién két voi protein thép.
Thoi gian ban thai trong huyét twong khoang tir 1 dén 4 gid sau liéu didu tri.

Sau lidu diéu tri, 90%-100% thudc duoc tim thdy trong nude tiéu trong vong 24 gid, gfzin nhu
hoan toan sau qua trinh lién hgp véi acid glucuronic (khoang 60%), acid sulfuric (khoang
35%) hodc cysteine (khoang 3%) & gan. Mot luong nho céc chét chuyén héa hydroxyl héa va
deacetylate ciing dugc phét hién. Tré em c6 kha ning glucuronid héa thude kém hon ngudi
I6n. Trong truomg hop qua liéu, qua trinh N-hydroxyl héa tang Ién, tiép theo 1a lién hop
glutathion. Khi glutathion can kiét, phan ing v6i protein gan ting l1én dan dén hoai tir.

O ngudi cao tudi, tde do va mic do hap thu paracetamol van binh thudng nhung thoi gian ban
thai trong huyét twong dai hon va do thanh thai paracetamol thip hon so v&i nguoi tré tudi.

QUY CACH PONG GOI
Hop 2 tai x 5 vi x 10 vién; thi metalize, vi PVC/nhom.
PIEU KIEN BAO QUAN

Noi khé, tranh dnh sang, nhiét do dudi 30°C.
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HAN DUNG

36 thang ké tir ngdy san Xuét

TIEU CHUAN CHAT LUQNG THUOC
Tiéu chuan co so.

TEN, PIA CHI CUA CO SO SAN XUAT

Cong ty Cb phan Duge Trung uong Mediplantex

Tru so: 358 duong Giai Phéng, phuong Phuong Liét, quin Thanh Xuén, thinh phé Ha Noi
Dia chi san xuat: Nha may dugc phdm sé 2: thén Trung Hau, xa Tién Phong, huyén Mé Linh,
thanh phd Ha Noi
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