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Huéng dén sir dung thude GMP-WHO

Tabdol 500

Paracetamol 500mg
Dé xa tim tay tré em
Poc ky hwémg din sir dung truée khi dung
THANH PHAN CONG THU'C THUOC:
MB&i vién nén bao phim chira:
Thanh phén hoat chét:

ParaCelamol o.o.ovcissseisaimmusipasns 500mg

Thanh phén ta dugc: Tinh bdt ngd, povidone K30, natri starch glycolat, talc, acid stearic,
cellulose vi tinh thé 101, colloidal silicon dioxyd, hydroxypropyl methylcellulose E6,
polyethylen glycol 6000.

DANG BAO CHE: Vién nén bao phim

Mo ta san phim: Vién nén bao phim mau tring dén trang nga, hinh then, thanh va canh

vién lanh l&n.

CHi PINH:
Tabdol 500 cé hi¢u qua trong:
a) Diu tri dau nhe dén vira bao gdm:
Pau diu bao gdm dau nira dau va dau dau do cang thing
Pau ring
Dau lung
Pau do viém khép, thap khép
Dau co
Pau bung kinh
Dau hong
Pau nhirc do cam lanh va cim
b) Ha sdt
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CACH DUNG, LIEU DUNG:
Cach dung

Thuéc ding dudng ubng.

Liéu ding

Ngudi 16m, bao gdm ca ngudi gia va tré em tir 16 tudi trdr 16n: 1 — 2 vién, tdi da 4
1An/ngay néu cén.

Tré em:

Tré em tir 10 — 15 tudi: 1 vién, t6i da 4 1dn/ngay néu cén.

Khong khuyén céo cho tré em dudi 10 tudi.

Thdi gian toi da dung thube khong cé tir van clia bac sy: 3 ngay.

Khéng dung qua 4 lidu trong 24 gi. Khoang cach lidu t6i thidu: 4 gid.

Khong dugc ding paracetamol dé ty diéu tri giam dau qué 10 ngdy & ngudi lén hoge
qué 5 ngdy & tré em. Khong dimg paracetamol cho ngudi 16n va tré em a8 tr diéu
tri sbt cao (trén 39,5°C), sbt kéo dai trén 3 ngdy, hodc sot tai pht, trir khi do thay
thubc huéng din, vi sét nhu vay c6 thé 1a déu hiéu ciia mdt bénh ning cn dugc thiy
thubc chén doan nhanh choéng.

Suy than:

+ Tré em, Cler < 10 mUphit, udng cach nhau 8 gid/lan.

+ Ngudsi 16n: Cler tir 10 - 50 mU/pht, ubng cach nhau 6 gio/lan. Cler < 10 ml/phit,
ubng cach nhau 8 gidy/lan.

Suy gan: Diing thén trong, dung liéu thip hotic kéo dai khodng cach dua lidu. Paco
béo ¢40 vé nhiém ddc gan khi ubng liéu hang ngay < 4 g. Tranh dung kéo dai.

CHONG CHI PINH:

Nguoi bénh qui méin véi paracetamol hoc bét cir thanh phan nao ciia thube.

Bénh nhén suy gan nang.
CANH BAO VA THAN TRONG KHI DUNG THUOC:

DPé xa tAm tay tré em.
Khéng ding qua lidu chi dinh.

Tabdol 500 chira paracetamol. Khong ding vdi cac thube khac c6 chira paracetamol.
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- C6 su gia ting nguy co gdy hai cia paracetamol d6i v6i gan trén nhitng bénh nhin
dang méc cac bénh vé gan. Nhimg bénh nhén dugc chan dodn suy gan hosc suy thin
nén tham khéo ¥ kién béc sy trude khi diing thube nay.

- Néu céc triéu chimg cdn dai ding, tham khao ¥ kién béc s¥.

- Néu bénh nhan bi viém khép va cin ding thubc gidm dau méi ngay, tham khio ¥
kién bac s¥.

- Cén than trong d6i v6i bénh nhan thiéu glutathion hodc suy giam glutathion do thiéu
hut chuyén héa, vi viéc sir dung paracetamol c6 thé lam tiing nguy co nhiém toan
chuyén héa.

- Béc sy cAn canh bao bénh nhan vé cac diu hiéu clia phan ung trén da nghiém trong
nhu hoi ching Stevens-Jonhson (SJS), héi ching hoai tir da nhiém &6c (TEN) hay
h6i chimg Lyell, hdi chitng ngoai ban mun mi toan than cip tinh (AGEP).

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU:

Sir dung thude cho phu nik ¢6 thai

Céc nghién ciru trén nguoi va dong vat van chwa x4c dinh dugce bét ky nguy co nao clia

paracetamol d6i véi thai ky hodc sy phat trién phdi thai. Tuy nhién, néu cin thiét si

dung trong thai ky, paracetamol nén dugc sit dung & liéu thip nhét c6 hiéu qué trong
thori gian ngén nhat c6 thé.

Sir dung thubc cho phu nif cho con bi

Paracetamol dugc bai tiét vao sita me. Tuy nhién, cdc nghién ctru trén ngudi véi
paracetamol khong xac dinh dugc duge bit ¢l nguy co nao d6i v&i phu nit cho con b
hodc tré bu me.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY
MOC:

Paracetamol khong anh hudng dén sur tinh tdo va kha ning 14i xe.

TUONG TAC, TUONG KY CUA THUOC:

Tuwong tic ciia thudc

- Cén thén trong khi phbi hop véi cac thube gay cam img enzym gan P4502E1 (nhém
barbiturat, isoniazid, thubc ubng chéng déng méau, zidovudin, amoxicilin + acid

clavulanic, carbamazepin va rugu): vi cac thubc nay giy cim Gng enzym gan, lam
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tang chuyén héa ciia paracetamol thanh chit chuyén héa NAPQI, tang doc tinh cho
té bao gan.

Thubc udng chéng déng mau: Udng dai ngay liéu cao paracetamol (4 g/ngdy va it
nhit 4 ngay) lam tang nhe tic dung chéng d6ng méau ciia coumarin va dan chit
indandion. Dir liéu nghién ciru con méu thufin nhau va cdn nghi ngd vé tuong tic
ndy, nén paracetamol dugc ua dung hon salicylat khi can giam dau nhe hozc ha st
cho ngudi bénh dang diing coumarin va din chét indandion.

Cén phai cha y dén kha ning giy ha thin nhiét nghiém trong & ngudi bénh dung
ddng thoi phenothiazin va liéu phap ha nhiét (nhu paracetamol).

Probenecid c6 thé lam giam thanh thai paracetamol gén 2 ldn do {rc ché qué trinh
lién hop paracetamol véi acid glucuronic. Vi viy, cdn can nhic gidm liéu
paracetamol khi phdi hop cling véi probenecid.

Ubng ruou qua nhidu va dai ngay c6 thé 1am tang nguy co gdy ddc cho gan cia
paracetamol.

Thubc chéng co gidt (gdm phenytoin, barbiturat, carbamazepin) gdy cim (ng enzym
& microsom gan, c6 thé 1am tang tinh ddc hai gan cla paracetamol do ting chuyén
hoéa thudc thanh nhitng chat doc hai véi gan. Ngodi ra, ding dong thoi isoniazid véi
paracetamol ciing c6 thé din dén ting nguy co ddc tinh véi gan, nhung chua xac
dinh dugc co ché chinh xac cla twong tac nay. Nguy co paracetamol gy doc tinh
gan gia ting dang ké & ngudi bénh ubng lidu paracetamol 16n hon liéu khuyén diing
trong khi dang dung thubc chéng co gidt hoic isoniazid. Thuong khong can giam
lidu & nguoi bénh ding ddng thoi lidu diéu trj paracetamol va thudc chéng co gidt;
tuy vay, ngudi bénh phai han ché tr dung paracetamol khi dang diing thudc chéng
co gidt hodc isoniazid.

Isoniazid va cdc thude chéng lao 1am ting doc tinh clia paracetamol ddi véi gan.

Twong ky ciia thudc

Do khéng ¢6 cac nghién ciru vé tinh twong ky cta thube, khong trén 14n thude nay

vé6i cdc thude khac.

TAC DUNG KHONG MONG MUON CUA THUOC:
Phan rng da nghiém trong nhu hdi chimg Stevens-Johnson, hoi chimg Lyell, hoai tir

biéu bi nhi€m ddc, myn mi ban d6 toan than clp tuy hiém xay ra, nhung c6 kha niing
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ody tir vong. Néu thdy xut hién ban hoic cic biéu hién khac vé da, phai ngimg diing

thudc va tham kham thiy thudc.

Ban da va nhiing phan Gng di Ung khac gdm phu thanh quén, phit mach thinh thodng

xay ra. Thudng 1a ban d6 hodc may day, nhung déi khi nidng hon va c6 thé kém theo sot

do thube va thuong ton niém mac. Néu th:’iy sot, bong nudc quanh céac héc tu nhién, nén

nghi dén hoi chimg Stevens-Johnson, phai dimg thudc ngay. Qua lidu paracetamol c6

thé din dén tén thuong gan ning va doi khi hoai tir dng than cép. Nguoi bénh min cam

v6i salicylat hiém khi mén cam véi paracetamol va nhimg thudc ¢ lién quan. Trong

mét sb it trudng hop riéng 1é, paracetamol di giy gidm bach cau trung tinh, gidm tiéu

cAu va giam toan thé huyét clu, dic biét khi diing kéo dai cac lidu 16n. Hiém gép mat

bach ciu hat & ngudi bénh dung paracetamol.

It gap

Da: ban.

Da day — rudt: budn ndn, nén.

Huyét hoc: loan tao mau (giam bach cdu trung tinh, gidm toan thé huyét cu, giam bach

cu), thiéu mau.

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

Hiém gdp:

Da: héi chimg Stevens-Johnson, hoai tir biéu bi nhiém dgc, hoi chimg Lyell, mun mu

ngoai ban toan than cip tinh.

Khéc: phan tmg qua main

Théng bao ngay cho bdc sy hodc duoc sy nhitng phdn img c6 hai gap phai khi str dung

thuée.

QUA LIEU VA CACH XU TRi:

Triéu chirng

- Nhi2m ddc paracetamol c6 thé do diing mét liéu doc duy nhit, hodc do udng lap lai
liu 16n paracetamol (vi du, 7,5 - 10 g mdi ngay, trong 1 - 2 ngay), hodc do udng
thude dai ngay, dac biét trén nén ngudi bénh 1a ngudi cao tudi, tré em, c6 suy giam
chirc nang gan, nghién ruou, suy dinh dudng hodc sir dung ddng thoi chét gy cam
{mg enzym gan. Hoai tir gan phu thudc liéu 14 tic dung doc cép tinh nghiém trong
nhiét do qua liéu va c6 thé gdy tir vong.
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- Bubn nén, ndén va dau bung thudng xay ra trong vong 2 - 3 gi¥r sau khi ubng lidu
doc clia thude. Methemoglobin méu, din dén chirng xanh tim da, niém mac va méng
tay 12 mot diu hiéu dic trung nhiém ddc cp tinh din chét p-aminophenol; mét lugng
nhé sulfhemoglobin ciing ¢6 thé dwoc san sinh. Tré em c6 khuynh hwdng tao
methemoglobin dé& hon ngudi 16n sau khi udng paracetamol.

- Khi bi ngd ddc ning, ban ddu cé thé co kich thich hé than kinh trung wong, kich
dong, va mé sang. Tiép theo co thé Ia e ché hé than kinh trung wong: simg s, ha
than nhigt, mét 14, thé nhanh, nong; mach nhanh, yéu, khong déu, huyét 4p thip va
suy tudn hoan. Truy mach do giam oxy huyét twong dbi va do tac dung e ché trung
tdm, tic dung nay chi xay ra véi liéu rat 16n. Sc c6 thé xay ra néu gidin mach nhiéu.
Con co giit nghet thd gdy tir vong c6 thé xay ra. Thuong hén mé xay ra truée khi
chét dot ngodt hodc sau vai ngay hén mé.

- Déu hi¢u l4m sang thuong tén gan tré nén rd rét trong vong 2 - 4 ngay sau khi ubng
litu doc. Aminotransferase huyét twong ting (d6i khi ting rét cao) va ndng d6
bilirubin trong huyét twong ciing ¢6 thé ting; thém nira, khi thuong ton gan lan rong,
thoi gian prothrombin s€ kéo dai. Co thé 10% ngudi bénh bi ngd ddc khéng duge
diéu tri diic hidu di c6 thuong tén gan nghiém trong; trong s6 d6 10% dén 20% cubi
ciing chét vi suy gan. Suy thén cip ciing x4y ra & mdt sb ngudi bénh. Sinh thiét gan
phat hién hoai tir trung tim tiéu thiy trir viing quanh tinh mach ctra. G nhitng truong
hop khéng tir vong, thuong tdn gan phuc hdi sau nhidu tudn hogic nhiéu thang.

Xir tri

- Chén doan sém rat quan trong trong diéu tri qua lidu paracetamol. C6 nhitg phuong
phép x4c dinh nhanh ndng d6 thudc trong huyét twong. Tuy viy, khong duoc tri
hoan diéu tri trong khi cho két qua xét nghiém néu bénh st goi y 1a qua lidu nang.
Khi nhiém d6c ning, diéu quan trong 12 phai diéu tri hd trg tich cuc. Can rira da day
trong moi trrdng hop, tot nhét trong vong 4 gity sau khi ubng.

- Liéu phap giai doc chinh la ding nhitng hop chat sulthydryl, ¢é 1& tic d6ng mét phan
do b6 sung dur trir glutathion & gan. N-acetylcystein ¢6 tic dung khi uéng hoéc tiém

tinh mach. Phai dung thudc giai doc ngay ldp tirc, cing sém cang tot néu chura dén
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36 gidy ké tir khi udng paracetamol. Diéu tri voi N-acetylcystein ¢6 hi¢u qua hon khi
cho thudc trong thoi gian dudi 10 gior sau khi udng paracetamol. Khi cho uéng, hoa
lodng dung dich N-acetylcystein véi nude hoic d6 udng khong c6 rugu dé dat dung
dich 5% va phai ubng trong vong 1 gir sau khi pha. Cho uéng N-acetylcystein véi
lidu dAu tién 12 140mg/kg, sau d6 cho tiép 17 lidu nira, mbi lidu 70mg/kg céch nhau
4 gid mot 1an. Cham dirt didu tri néu xét nghiém paracetamol trong huyét twong cho
thdy nguy co ddc hai gan thip. Ciing c6 thé ding N-acetylcystein theo dudmg tinh
mach: lidu ban dau Ia 150mg/kg, pha trong 200 ml glucose 5%, tiém tinh mach trong
15 phut; sau do6 truyén tinh mach liéu 50mg/kg trong 500 ml glucose 5% trong 4
gidr; tiép theo 1a 100mg/kg trong 1 lit dung dich trong vong 16 gid tiép theo. Néu
khéng c6 dung dich glucose 5% thi c6 thé dimg dung dich natri clorid 0,9%.

Tac dung khdong mong mudn cia N-acetylcystein gdbm ban da (gém ca may day,
khong yéu ciu phai ngirng thudc), budn ndn, noén, ia chay, va phin tng kiéu phan
vE.

Néu khong c6 N-acetylcystein, c6 thé ding methionin. Néu d diing than hoat truée
khi ding methionin thi phai htt than hoat ra khoi da day truéc. Ngoai ra c6 thé ding
than hoat va/hodc thubc tdy mudi do ching c6 kha ning lam giam hip thu

paracetamol.

QUY CACH PONG GOI: 2 quy cich:

Hop 10 vi x 10 vién nén bao phim, vién dugc dong trong vi nhém-PVC, kém theo to
huéng din st dung thude.

Hop 15 vi x 10 vién nén bao phim, vién dugc dong trong vi nh6m-PVC, kém theo to
huéng din sir dung thubc.

PIEU KIEN BAO QUAN: Noi khé, nhiét 46 dudi 30°C.

HAN DUNG: 36 thang k& tir ngay san xuét.

TIEU CHUAN CHAT LUQNG CUA THUOC: DPVN hién hanh.

Co s& san xuat: CONG TY CO PHAN NGHIEN CUU VA
SAN XUAT DUQC PHAM MERACINE
; Dia chi: Dudng YP6, Khu cong nghiép Yén Phong, xa Dong Phong,
1 huyén Yén Phong, tinh Bac Ninh, Viét Nam.
TA?EQE.IUQ? Dién thoai: 02223.699285 * S0 fax: 02223.699286
Website: meracinemfg.com




