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150 x 160 mm

DH-Pacegan 500

. Yién nén sii bot
Déxathm tay tréem.
Dgck§ hwdng din sirdyng trere khi diing,

THANH PHAN CONG THUC THUOC

- Thinh phiin duge chiit: Paracetamol 500 my.

- Thanh phﬁn td dugee: Manitol, acid citric khan, natri hydrocarbonat khan,
natri carbonat khan, povidon K30, natri docusat, natri saccharin, byt huemg
chanh, simethicon bgt, PEG 6000, natri benzoat.

DANG BAOCHE
Vién nén sii bot. P
M ti: Viénnén ton, mau triing, hai mt phing,_l:unng chanh.

CHiDINIT
Paracetamol la thude hg sét vil giam dau, nhrdau diu bao gl’:ln daunia iﬁu.
dau ddy thin kinh, dau ring, dau bung kinh, dau nhirc thip Khdp, gidm tridu
chirng cém lanly, cim va dau hong,

LIEUDUNG, CACHDUNG

Liéudiing
Vién nén sii bot DH-PACEGAN 500 chi sir dun$ & nguti lén va thanh
thidu nién tir 12 tdi trd 1én. Khodng céch gira 2 lan ding 1a hon 4 gio vi
khéng nén dimg qua 4 lidw ngly.

- Ngudi lim vé tré em nie 16 tuditra [8n:

+ 1 -2 vién/An, i da 4 lan/ ngdy. Lidu toi da 8 vien/ngay (4000 mg/2d gid).

- Trédem:

+ 12— 15 wdi: 1 vién/in, mdi4 -6 giorkhi cinthiét, 16i dad vién/ngdy (2000
mg/24 gilr)

+ Dudi 12 tudi: Vién nén sii byt DH-PACEGAN 500 khéng duge Khuyén
cdo sirdyng clio tré dudi 12 tudi.

Cichdiang

- Viénnén sii byt DH-PACEGAN 500 chi ding duémg ubng. Hon tan hoin
todn vién thudc trong cdc nudc (khoang 200 ml) trude khi st dyng, ubng
ngay sau khi vién nén sii bt hodn todn. Khong cé ging nubt nguyén viéa
thuoe,

- Céthddiing DH-PACEGAN 300 ciing hodic khang cling véi thire in.

- Néudangthube hon 3 ngdy, cin tham khio ykién ciiabic s3.

- Néuquén ding thudc, ubng lidu tiép theo ngay khi nhé ra. Khdng udng lidu
ghp doi dé bit cho liéu 42 quén,

- Khong o yéu ciu dichigt véxirly thube saukhi sir dyng. Khdng nén virt bo
thude viio mrde thai hay rac sinh hoat. Haiy kién dugc st cich bo thude
khéng sit dungnira. Nhimg bién phap niy s&giap bio v mdi truong.

CHONG CHID|NH
Qué min visi paracetamol hods bitky thanh phn nio cia thube.

CANHBAO VA THAN TRQNG K11 DUNG THUOC

- Khing d:h'li; quélieu khuyen cio. Khuyén binhnhian khong ding adng thii
vii cac thude khc co chia paracetamol.

- Tang nguy coton thuong gan do sir dung paracetmol & bgnh nhin ¢o bgnh
1y vé gan. Bénh nhin suy gan hodc suy thin thin can tham khiio y kien béc
sy trugc khiding thuée, |

- Tham khio ¥ kién bic sy néu céc trigu chimg khong gidm, hode khi dung
qué liu ngay ca khi cam thiy khoe do kha nfing ton thuong gan chim va
nghiém trong.

- Bénh nhan nén tham khio ¥ kién biac sTnéu bj viém khap khong nghiém

trong va cin ding thude gidm dau mdingdy.

Ciin thiin trong néu ding déng thdi paracetamol vdi Nucloxacillin do tang

nguy conhiém toan cluyén haa cd khoang tréng anion cao (HAGMA), dic
bigt & binh nhan suy thin ning, nhiém tring huyét, suy dinh dudng va cdc
nguyén nhin khic gy thiéu hut p]ulnl.h.ion (vi du nghién rugu min tinh),
cang nbu nhimg ngudisic dung licu paracetamol toi da hang ngay. Cin theo
di chiitché, bao gom dondng 46 S-oxoprolin trong aude tiiu

- Cénh bio binh nhin v¢ cic téc dung khong mong mudn nghiém trong trén
da mc du ty I¢ méc phii la khéng caonhumg nghiém trong, thim chi de doa
tinh mgng, bao gdm cdz hji chirmg Steven-Johnson (515), hi chimg hogi nr
da nhiém dge (TEN) hay hgi chimg Lyell, héi chimg ngoai ban myn mi
toan thén cép tinh (AGEP): ]

+ Hgi climg Steven-Jolpison (8JS): Dj (g thude thé bong nude, bong nude
Kl tria & quanh cac hée tyr nhién: mt, mii, miéng, i, bo phin sinh dyc va
hju mon. Ngoii ra co thé kém theo st cao, viém phai, réi logn chirc nang
gan thin. Chin dodn hii chimg SIS khico=2 lidc tynhién bj ton thuong.

+  Hdiclimg hogi urda nhigm dge (TEN): La thé dj {mg thude nang nhat, bao
gom: Che ton thuong da dang & dn (ban dang sfril. ban dang tinh hong nhiét,
héing ban hofic cic bong nude bing nhing, cée ton thueng nhanh chong lan
10 khdip ngudi), b trong niém mpe mit (viém giac mac, vidm ket mac
mil, loé gifc mge), ton thuong niém mac dudng tiéu hoa (viém miéng, trgt
niém mae migng, loét héiu, hong, thye qudn, da day, rudt), tdn thireng niém
mge dutmy sinh dyc, tiét nigu, Ngodi ra con ¢é cde tri¢u chimg toin thin
i trong nhu sét, xuat huyét duomg tiéu héa, viém phdi, viém ciu thin,
viém gan ...ty I§ trvongcao 15—30%.

+ Hoi chimg ngogi ban nn mi toan thin cdp (inh (AGEP): Myn milvd ming
nho phit sinh trén nén hong ban lan rdng. Ton thuong thuémg xuit hién &
cite nép gAp nhu nach, ben va mat, sau d6 lan r@gloén théin, Trigu chimg
toin thin thutmg c6 13561, xét nghiém méu bach cauhgt trung tinh ting cao.
KHi phat hign nhitng diu hign phit ban trén da dau tign hoje bitky diu higu
phin img qua min néo khic, bénh nhin cin phai ngimg sir dyng thube.
Nguai 3 timg bj céc phan ing trén da nghiém rong do | gy ra
thi khéng duge ding thube trdr lai vi khi dén khim chita bénh cén phai
thang Lo cho nhin viény té biét vé vin dé ndy.

- Ti dhrge: Che pham ndy chirn khoing 366 mg natrifvién, twong dwong
Khodng 18,3% trong khiu phin natri ti da mdi ngiy duge WHO khuyén
cio cho ngudi Ion 12 2. Hoi ¥ kién cia bic sy hojicduye sy néu bénh nhin
cin ding 1 vién DH-PACEGAN 500/ ngdy frong thiri gian dai, dac bigt khi
Dénhnhin dang tuin theo ché d@ &n han chi natai,

SU'DYNG THUOC CHO PHY NT'CO THATVA CHO CONBU

Phuy nircdthai
Mt lupng 1om dir ligu & phy nix c6 thai cho thiiy paracetamol khong gay di
3t hofie dc tinh trén thai nhif tré so sinh, Céc nghién cfu dich & hoe trén sy
phit trién thin kinh & wé phoi nhigm véi paracetamol trong ti cung cho ket
qud khong thuyét phye, Paracctamol ¢ thé duge sir dung trong thoi ky
mang thai khi can thiét vé mit lim sing nhung nén duge sit dung véi licu
thip nhat 6 higu qua trong thoi gian ngfn nhat ¢ thé vi 6 ldn sir dung it
nhateéthe.

Phy nikcho conbi
Puracetamol duge bai tiét qua sita mg véi lugng khing dang ké vémitlam
sang. Dit liéu cong b hign c6 khang ching chi dinhphyuni cho con bi.

ANH HUGNG CUA THUOC LEN KHA NANG LA XE, VAN HANI
MAYMOC
Paracetamol khang anh hudmg dén khd nfing 18i xe vé vin hanh miy moe.

TUGNG TAC, TUONG KY CUATHUGC

Tuong ticciia thude

- Ruou lam gidm khining dio thii paracetamol qua gan.

- Téc d{ hép thu cita paracetamol cd thé ting khi ding metoclopramid hoje
domperidon vé gidm khi ding colesiyramin.
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Tic dung chéng ddng méu cia warfarin va cdc coumarin khic c6 thé ting
Ién do sir dyng paracetamol hdng ngdy thromg xuyén kéo dai (2000
my/ngdy trong 2 3 ngdy) clng v6i ting nguy co chiy mau, lidu ding ngit
quing khéng c6 nh hudmg dang ké.

Cloramphenicol lim tang ndng dj paracetamol trong hu)'étt\.wng.

Cén thin trong néu dimg ddng thin paracetamol véi flucloxacillin do tang
nguy co nhidm toan chuyén héacd khodng rréng anion cao (HAGMA), dac
biét & bénh nhan ed eac yéu td nguy co.

Turong ky ciia thude

Do khéng ¢6 céic nghién ctru v& tinh twong ky cia thude, khong trén 1in
thute ndy vai cacthude khic.

TACDUNG KHONG MONG MUON CUA THUOC

Téc dung khang mong mudn dirge phan nhom theo tan suat: rit thuimg gap
(ADR > 1/10; thémg gap (1/100 < ADR < 1/10); it ghp (1/1.000 < ADR
<1/100); hiém gap (1/10.000 < ADR <1/1.000); rét hiém gap(<1/10.000),
khéing rd tin sudt (tin s6 khong thé wée tinh tir dit lidu o6 san).

Min vé hé bach huyér: Matbachedu hat, gidm tiéu cau (hiém gap).

H§ mién dich: Soc phin vé, phin img qué mdn & da bao gém phit ban va
phitmach, phan img danghiém trong shiém &ip).

Gan, mt: Réilogn chire niing gen (hiem glip).

Hd hdp, ngyee vé irung thdt: Co tht phé quan (rdt hiém) (6 trvémg hop xdy
ra v paracetmol nhung c6 thé xay ra nhiéu hen & bénh nhan hen phe quan
nhay cdm véi aspirin vil céc thude NSAID khic)

Thudc c6 thé gdy ra cdc tde dung khdng mong muén khdc, khuyén bénh
nthiin thiing bda cdc tde dung khdng mong mudn gép phai khi sirdyng thde,

QUALIEUVA CACH XU TRI

Quilidu Paracetamol c6 thé gay suy gan, ¢6 théphai ghép gan hoge din dén
it vong. Tén thuong gan & nguén 1m c6 thé xdy ra khi ding liéu tir 10g
Paracetamol trér lén. Udng tir Sg paracetamol trir 1én c6 thé din dén tén
thuomg gan néu bénh nhéin co mét trong nhimg nguy co dudi diy:

Bénh nhéin diéu trj dai ngay vii carbamazepin, phenobarbiton, phenytoin,
primidon, rifampicin, St John's Wort, céc thude khc gay cam img enzym
gan,

Thurémg xuyén udng rzgu qud lueng khuyén cdo.

Glutathion b suy giam do réi loan in udng, bénh xonang, nhiém HIV, nhin
do6i dai ngay, héi chimg suy nhirge co thé vé thé chit 1in tinh thin
(cachexia).

Trifuchimg

Triéu chimg qua lidu trong 24 gitr dilu bao gdm: xanh xao, t4i nhot, budn
ndn, ndn, chén in va dau bung.

Ton thuong gan co thé biéu hign tir 12 - 48 gity sau khi ding thube, Nhimg
bat thuéng chuyen hoa glucose va nhidm toan chuyén héa co the xdy ra.
Trong trwimg hop ngd dic nling, suy gan e th tién tién thinh bénh nde
gan, xudt huyet, hy dwomg huyét, phit ndo va tir vong, :

Suy thiin cdp ¢ hogi tir ang thin cdp voi trigu chimg cia dau that lung, di
tiéu raméu vi profein niéu o6 thé xudt hién ngayea khi khdng cé tén thuong
gannghiém trong.

Rdilogn nhip tim va viém tuy da duge béo céo,

Chchxirtri

Ditutr ngay lip tirc 14 ditucin thiét trong xit tri qué liéu parecetamol. Mac
dit thiéu déng ké cic tridu chimg som nlumg béah nhin nén durge khin cdp
duadén bénh vién dé durge cham séc y té. Cae trigu chimyg co the chi I budn
ndn hoic ndn v cb thé khang phan anh mirc do nghiém trong cia l]ué liéu
hofie nguy co ton thirong co quan, Xirtri nén tuin theo turémg dan dicu trj di
duge thiét 1ap.

Dieutri bang than hoat tinh nén duge xem xétnéu qua lidu trong vang 1 gidn.
Nong dé paracetamol huyét tuong nén dirge dinh gid tai thii diém 4 gio
hode mugn hom sau khi diing thude (ndng dd tai théi diém sém hon 14 khang

dingtincdy).

Diéu trj vo1 N-acetylcystein trong 24 gio, tuy nhién téc dung bio vétdi da
dat duge dén 8 giér sau khi ding thudc. Hiéu qua cia thude gidi doe gidm
manh sauthéi gian ndy, Néu cin thiét bénh nhén nén dwge tiém finh mach
N-acetylcystein viri ché 8 lieu di duge thiét lip.

Néu khéng co vin dé vénén mira, ding methionin duimg udng 14 phueng
phép thay thé phi hgp cho vung siu, ving xa hodc bénh nhan ngogi tril.
Liéu cao natri bicarbonat ¢6 thé giy ra cic tri¢u chimg dudmg tiéu héa bro
gom ghoj vi budn nén. Ngodi ra liéu cao natri bicarbonat cé thé iy ra ting
natri huy<t, ciin theo ddi di¢n giai va chilm soc bénh nhin phi hgp.

BACTINHDUQC LUCHOC ;
Phén logi duge It Thudc giam dau, ha sdtdin chitanilin
MAATC: NO2ZBEOI.

Paracetamol I thudc gidm dau - ha sbt. Thube khong 6 tac dung ddi voi hé
tim mach va hd hdp, khéng gy kich img hodc chiy mau da diy nhu
salicylat.

DACTINH DUQC DONG IQC

Hip thu: Paracctamol duge hap thu d2 ding qua dwimg tién héa véindng
dd dinh trong huyét twomg dat trong vong 30 phiit dén 2gics sau khi udng.
Phiin b: Paracetamol phan b trong phin lén cic mé cia co the, di qua
nhau thai va ¢ trong sita me. Ty 1¢ thude lidn két vai protein huyét romg
thap & néng dd diéu trj nhung tang 1én khi ting ndng dg.

Chuyén héa: Paracetamol dugc chuyén héa chil yéu & gan dudi dang lién
hop glucuronid va sulphat, Mt luemg nhé chit chuyén hoa cita paraceiamol
dugc sin xudt béi cac emzym oxydase va thuimg duge Khir dge tinh bing
cdch phin img véi glutathion. Tuy nhién, khi dung qua liéu paracetamol,
lirgmg chiit chuyén héa nay tang 1én gdy doc cho té bao gan.

Thii trir: - Paracetamol hiu nhur chi thii trir qua nude tiéu, chit yéu & dang
lién hep. Dudi 5% liéu ding dwge thai mir ddi dang khng déi. Ther gian
ban thai kbodng 1 -3 gify.

QUY CACHBONG GOI

HGp 05 vix 04 vién nén sii bot. Vixé AVAL
Hép 25 vi & 04 vién nén sii bot. Vixe ALIAL

DIEU KIENBAQ QUAN: Noi khé, dudi 30°C. Tranh nh sing, trénh im.
HAN DUNG: 24 thing (ké tir ngdy san xut).
TIEU CHUAN CHAT LUQNG: Tiéu chuin cosd.
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