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Huéng din sir dung thube GMP-WHO
Tabdol Extra
Paracetamol 500mg & Cafein 65mg

Dé xa tim tay tré em
DPoc ki huwéng din sir dung truée khi dung
THANH PHAN CONG THUC THUOC:
Mbi vién nén bao phim chira:
Thanh phan hoat chit:
Parscetetiol (oo iinisic s isiiaiasy 500mg

Thanh phin td dwee: Tinh bot ngd, povidone K30, natri starch glycolat, talc, acid stearic,
cellulose vi tinh thé 101, colloidal silicon dioxyd, hydroxypropyl methylcellulose E6,
polyethylen glycol 6000.

Ma ATC: N0O2BES1.

Nhém duge 1y: Thube gidm dau va ha s6t. Paracetamol, khong bao gdm dang két hop
véi thube an than.

DANG BAO CHE: Vién nén bao phim

M5 ta san phdm: Vién nén bao phim mau tring dén tring nga, hinh then, thanh va canh vién 4
lanh lzn. ,_ §{
CHI PINH: 5

<

Tabdol extra cé hi¢u qua trong:
a) Diéu tri dau nhe dén vira bao g@‘)m:
Pau dau bao gdm dau nira diu va dau dau do cang thing
Pau ring
Pau lung
Dau do viém khép, thap khop
Dau co
Dau bung kinh
Dau hong
Pau nhirc do cam lanh va cim
b) Ha sot
LIEU DUNG VA CACH DUNG:
- Chi dung dudng uéng.
. Nguoi 16n, bao gdm ca ngudi gia va tré em tir 16 tudi tré 1én: 2 vién/lan, t5i da 4 lan/ngay
néu can. Thoi gian t6i thiéu ding liéu l3p lai: 4 gid. Khong vuot qua 8 vién trong 24 gid.
- Tré em tir 12 — 15 tudi: 1 vién/Ian, t6i da 4 1dn/ngay néu cin. Thoi gian téi thiéu dung liéu
lip lai: 4 gio. Khong vuot qué 4 vién trong 24 gio.
- Khong khuyén céo cho tré em dudi 10 tudi.
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Khéng duge ding paracetamol dé tu diéu tri giam dau qua 10 ngay & ngudi 1on hodc qua
5 ngay & tré em, trir khi do thay thude hudng dan.

Khéng dung paracetamol cho ngudi 16m va tré em dé tu diéu tri st cao (trén 39,5°C), sét
kéo dai trén 3 ngdy, hodc sot tai phat, trir khi do thay thudc huéng dan.

Suy théan:

+Tré em, Cler < 10 ml/phut, udng céch nhau 8 gio/lan.

+ Ngudi 16n: Cler tir 10 - 50 ml/phut, uéng cach nhau 6 gid/lan. Cler < 10 ml/phat, udng
cach nhau 8 gio/lan.

Suy gan: Dung than trong, dung liéu thip hoic kéo dai khoang cach dua liéu. Pa c6 bao
c4o vé nhién doc gan khi udng liéu hang ngay < 4 g. Tranh dung kéo dai.

CHONG CHI PINH:
Qué man véi paracetamol, cafein hodc bat ¢t thanh phé“m nao cua thude.
CANH BAO VA THAN TRONG KHI DUNG THUOC:

Pé xa tim tay ciia tré em.

Khéng dung qua lidu chi dinh.

Tabdol extra chira paracetamol. Khong dung véi cac thude khac cé chita paracetamol.

Viée sir dung ddng thoi véi cac san pham khéc c6 chira paracetamol c¢6 thé dan dén qua

lidu.

Qué lidu paracetamol c6 thé gay suy gan, c6 thé phai ghép gan hodc dan dén tir vong. Nén

cAn than khi dung paracetamol cho bénh nhan suy than hozic gan. Nguy co qué liéu cao

hon ¢ nhitng nguoi bi bénh gan do rugu khong xo gan.

Can than trong & nhitng bénh nhéin c6 tinh trang can kiét glutathion, vi viéc st dung

paracetamol ¢6 thé 1am ting nguy co nhiém toan chuyén héa.

Nén tranh uéng qua nhiu cafein (vi du nhu ca phé, tra va mot s6 d6 uéng doéng hop) trong

khi diing san phdm nay.

Néu céc triéu ching van tiép tuc, phai tim kiém 161 khuyén y t&.

Béc sT can canh bao bénh nhén vé cac déu hiéu ctia phan ung trén da nghiém trong nhu

hoi chiing Stevens-Jonhson (SJS), hoi ching hoai tit da nhiém doc (TEN) hay hoi chimg

Lyell, hdi chirng ngoai ban mun mu toan than cAp tinh (AGEP).

Triéu chirng cua céac hdi chung néu trén duge mo ta nhu sau:

+ Hoi ching Steven-Jonhson (SJS): 1a dj tmg thude thé bong nude, bong nudce khu tri &

quanh cac hée tu nhién: mat, mil, miéng, tai, by phan sinh duc va hdu mén. Ngoai ra co

thé kém st cao, viém phdi, réi loan chitc nang gan than. Chin do4n héi chimg Steven-

Jonhson (SJS) khi ¢6 it nhat 2 hdc ty nhién bi ton thuong.

+ Hoi ching hoai tir da nhidm déc (TEN): 1a thé di img thudc ning nhit, gdm:

e Céc ton thuong da dang & da: ban dang soi, ban dang tinh hong nhiét, hong ban hogic
cac bong nudc bung nhung, cic t6n thuong nhanh chéng lan toa khap ngudi;

e Tbdn thuong niém mac mit: viém gidc mac, viém két mac mu, loét gidc mac.

e Tén thuong niém mac dudng ti€u hoa: viém mig¢ng, trot niém mac miéng, loét hau,
hong thuc quan, da day, rudt;
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e Tbn thuong niém mac dudng sinh duc, tiét niéu.

e Ngodi ra con ¢6 cac triéu chimg toan than trim trong nhu sét, xuat huyét duong tiéu
hoa, viém phdi, viém ciu than, viém gan... ty 1& tir vong cao 15-30%.

+ Hoi chitng ngoai ban mun mu toan than cp tinh (AGEP): mun mu vd tring nho phat

sinh trén nén hong ban lan rong. Toén thwong thudng xuét hién & céc nép gép nhu néch,

ben va mit, sau d6 c6 thé lan rong toan than. Triéu chimg toan than thudng c6é la sbt, xét

nghiém mau bach cau mui trung tinh ting cao.

- Khi phat hién nhimg d4u hiéu phat ban trén da dau tién hogc bat ky ddu hién phan img qua
man nao khéc, bénh nhan cin phai ngimg sir dung thudc. Nguoi di timg bi céc phan tmg
trén da nghiém trong do paracetamol gdy ra thi khong duoc ding thude tro lai va khi dén
kham chita bénh can phai thong bdo cho nhan vién y té biét vin dé nay.

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

Sir dung thudc cho phu nir ¢é thai

Paracetamol-cafein khong dugc khuyén cao sir dung trong thoi ky mang thai do c6 thé ting
nguy co sinh con nhe c4n va siy thai tu nhién lién quan dén viée tiéu thy cafein. Tabdol extra
chura cafein do do khong nén duoc str dung cho phu nit dang mang thai.

Sir dung thuée cho phu nir cho con bi

Cafein trong stra me ¢6 thé co tac dung kich thich ddi voi tré bu me.

Tabdol extra chita cafein do dé khong nén dugc st dung cho phu nir cho con bu.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
Tabdol extra khong anh huong 1én kha nang lai xe, van hanh may moc.

TUONG TAC, TUONG KY CUATHUOC:

Twong tic cua thude

Téc d6 hip thu ctia paracetamol c6 thé ting 1én khi ding metoclopramid hodc domperidon va
giam hap thu khi dung colestyramin.

Téc dung chéng déng mau ciia warfarin va cdc coumarin khac ¢6 thé duge ting cudng khi sir
dung paracetamol thudng xuyén hang ngay va kéo dai véi nguy co xuat huyét ting; liéu khong
thudng xuyén khong c6 tac dung dang ke.

Cafein c6 thé 1am tang d0 thanh thai cta lithi. Do d6 khong nén sir dung ddng thoi.

Twong ky ciia thude

Do khong ¢6 cac nghién ciru vé tinh twong ky cua thudc, khong tron 1an thude nay véi cac
thudc khéc.

TAC DUNG KHONG MONG MUON:

Céc tac dung khéng mong mudn thu dugc tir dit lidu ctia thir nghiém lam sang thudong hiém
khi xay ra va trén mét sé it cac bénh nhén.

Bang dudi day trinh bay cac tac dung khong mong mudn phan loai hé thng co quan cua co
thé va tan suét xuét hién. Dé phéan loai muc d§ thudong gap cac tac dung khdng mong mudn,
str dung quy ude sau day: rit phd bién (>1/10), phé bién (>1/100 dén <1/10), khéng phé bién
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(>1/1000 dén <1/100), hiém gip (=1/10.000 dén <1/1000) va rét hiém (<1/10.000), khong
duoc biét dén (khong thé woc tinh tir dit liéu ¢6 sin).

Hé théng co thé T4c dung khéng mong mudn Tén suat

Paracetamol

Roi loan hé thdng bach huyét va mau | Giam tiéu clu RAt hiém
Mit bach ciu hat

Réi loan hé thong mién dich R4t hiém truong hop phan tng da | Rat hiém

nghiém trong da dugc bao céo.
Séc phan vé

Cac phan tmg qua man trén da bao
gom (trong s6 nhiing phan Gng
khac) phat ban da va phi mach.

Réi loan ho hép, 16ng nguc va trung | Co thit phé quan - ¢6 nhiéu kha | R4t hiém

that nang xdy ra ¢ nhiing bénh nhan
nhay cam voi aspirin va céc
NSAID khéc
R&i loan gan mat R&i loan chirc ning gan Rét hiém
Cafein
He¢ théng thin kinh trung uong Chéng mat Rét hiém
Pau diu
Réi loan tim Dénh trong nguc Rét hiém
Réi loan tim than Mit nghi Rét hiém
Bdn chdn
Lo lang va cdu kinh
R6i loan tiéu hoa Réi loan dudng tiéu hoa Rét hiém

Khi ding lidu khuyén nghi paracetamol — cafein ciing véi ché do dn ubng cé nhiéu cafein,
s& gdy ra céc tac dung phu do qua liéu cafein nhu mat ngu, bon chon, lo lang, cau kinh, dau
dau, roi loan tiéu hoa, hoi hop.

Thong bdo ngay cho bac sy hodce dwoc sy nhitng phan ving co hai gdp phdi khi st dung thuéc.

QUA LIEU VA CACH XU TRI:

Paracetamol

Qua liéu paracetamol & ngudi 16n (>10g/ngay) hodc trén déi tuong co yéu té nguy co

(>5g/ngay) c6 thé din dén ton thuong gan. Céc yéu t6 nguy co bao gdm:

- Pang diéu tri lau dai véi carbamazepin, phenobarbiton, phenytoin, primidon, rifampicin,
St John's Wort hodc cac thudc khic gay ra ting men gan.

- Hodc thuong xuyén tiéu thu ethanol vuot qua luong khuyén cao.
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- Hodc c6 kha ning bi can kiét glutathion, vi du nhu rdi loan &n udng, bénh xo nang, nhiém
HIV, suy dinh dudng & suy kiét.

Triéu chirng:

Céc triéu chiig cua qua lidu paracetamol trong 24 gidr dau la xanh xao, budn nén, ndn, chan

an va dau bung. Tén thuong gan cé thé tré nén 1& rang tir 12 dén 48 gid sau khi udng. C6 thé

x4y ra bit thudong vé chuyén hoa glucose va nhiém toan chuyén héa. Trong truong hop ngd

doc ning, suy gan ¢6 thé tién trién thanh bién chimg nio, xuit huyét, ha duomg huyét, phu

ndo va tir vong. Suy than cdp véi hoai tir dng thén cip, duoc biéu hién béi dau thit lung, dai

ra mau va protein niéu, cé thé phat trién ngay ca khi khong c6 tén thuong gan ning. Réi loan

nhip tim va viém tuy da duoc bdo cdo.

Xt tri:

Piéu tri ngay 14p tirc 1a cin thiét trong xit trf qua liéu paracetamol. Mic di khéng c6 céc triéu

ching ban dau déng ké, bénh nhan nén duge chuyén dén bénh vién khén cip dé duge chim

soc y té ngay lap tic. Cac triéu chimg c6 thé chi giéi han & budn ndn hodc nén va c6 thé

khong phan 4nh mirc d6 nghiém trong ctia qua liéu hodc nguy co tén thuong céc co quan. Xir

tri phai tuin theo cac huéng dan diéu tri d3 duogc thiét lap.

Nén can nhic diéu tri bing than hoat néu di ding qua liéu trong vong 1 gid. Néng do

paracetamol trong huyét twong nén duge do sau 4 gir hodc mudn hon sau khi ubng (ndng do

trude do khong dang tin cdy). Diéu tri bing N-acetylcystein ¢6 thé duge sir dung dén 24 gio

sau khi udng paracetamol, tuy nhién, tdc dung bao vé t6i da dat duogc 1én dén 8 gio sau khi

ubng. Hiéu qua cua thudc giai doc giam manh sau thoi gian nay. Néu duoc yéu céu, bénh

nhdn nén dugc tiém N-acetylcystein tinh mach, pht hop véi liéu luong da thiét lap. Néu bénh

nhan khong bi budn noén va non, methionine duong ung cé thé 1a lwa chon thay thé thich hop

cho nhitng viing sdu, ving xa, ngoai bénh vién. Viéc quan Iy nhirng bénh nhan cé rdi loan

chirc nang gan nghiém trong sau 24 gi¢ sau khi ubng phai duogc thao luan véi chuyén gia

chéng doc hodc chuyén gia vé gan.

Cafein

Triéu chirng:

Qua lidu cafein c6 thé dan dén dau thuong vi, nén mira, loi tidu, nhip tim nhanh hodc r6i loan

nhip tim, kich thich than kinh trung wong (mat ngu, bdn chdn, phan khich, kich dong, run va

co giat).

Khi ding thudc qua liéu, can luu y ring ngoai cac triéu chimg xay ra do qua liéu cafein con

c6 thé lién quan dén doc tinh nghiém trong v6i gan do qué liéu paracetamol.

Xii tri:

Khong ¢é chat giai doc dic hiéu, bénh nhan nén dugc quan ly theo triéu chung. Viéc sir dung

than hoat ¢6 thé ¢6 loi khi thyc hién trong vong mét gidr sau khi diing qua liéu, nhung c6 thé

duoc xem xét cho dén 4 gitr sau khi ding qua lidu. Cac tic dong thin kinh trung uong cia

qua lidu c6 thé duoc diédu tri bing thudc an than tiém tinh mach.

Tong két
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Diéu trj qua li¢u doi hoi phai ddnh gid ndng d¢ paracetamol trong huyét twong dé didu tri bing
thudc giai doc, v6i cac ddu higu va triéu chimg ng0 ddc cafein dugc quan ly theo triéu ching.
QUY CACH PONG GOI: 2 quy céch:

Hop 10 vi x 10 vién, vién dugc dong trong vi nhdm-PVC, kém theo t& huéng dan sir dung
thudc.

Hop 15 vi x 10 vién, vién duge dong trong vi nhém-PVC, kém theo t& hudng dan st dyng
thudc.

PIEU KIEN BAO QUAN: Noi khé, nhiét do duéi 30°C.

HAN DUNG: 36 thang ké tir ngay san xut.

TIEU CHUAN CHAT LUQNG CUA THUOC: DDVN hién hanh.

& Co sd san xuat:
. CONG TY CO PHAN NGHIEN CUU VA SAN XUAT
meracine DUQC PHAM MERACINE
MANUFACTURE

Dia chi: Duong YP6, Khu cong nghiép Yén Phong, xa
Dong Phong, huyén Yén Phong, tinh Bic Ninh, Viét Nam.
Dién thoai: 02223.699285 * S fax: 02223.699286

Website: meracinemfg.com




