HRBIRCOLI5°500

VIEN NEN SUI BQT

POC KY HU'ONG DAN SU° DUNG TRUOC KHI DUNG.
DE XA TAM TAY TRE EM.

THANH PHAN CONG THUPC THUOC:

M&i vién nén sti bot chira:

Thanh phén dirgre chit: Paracetamal e .500mg

Thanh phén ti dwge: Acid citric khan, Effer soda, Povidon, Manitol,

Aspartam, Macrogol, Leucin.

DANG BAO CHE:

Viénnén sti bot.

\iign nén trén, hai mattron, mau trang, canh va thanh vién nguyén ven.

CHIBINH:

Paracetamol duoc ding réng rai trong digu tri cac chirng dau va s6ttir nhe

dén vira.

Dau
Paracetamol durgrc ding gidm dau tam théi trong diéu tri chirng dau nhe
va vira. Thubc co hiéu qua nhét Ia lam gidm dau cudng do thap cé nguén
gbckhang phai ngi tang.
Paracetamol khéng c6 tac dung tri thép khop. Paracetamol 14 thude thay
thé salicylat (duoc va thich & ngudi bénh chéng chi dinh hodc khang
grung nap salicylat) & gidm dau nhe hodc ha sét.

S
Paracetamol thung dugce ding dé gidm than nhiét & ngudi bénh sbt do
moi nguyén nhan nhung khong lam giam than nhigt & ngudi binh thudng.
Tuy vay, liéu phap ha sétnéi chung khéng déc higu, khong anh huémg den
tién trinh cla bénh co ban, va co thé che 1p tinh trang bénh clia nguoi
bénh.

LIEU DUNG - CACH DUNG:

Liéu diing:

Dang bao ché nay chi thich hgp cho ngudilén va tré emtir 12 tuditrér 1én.

Liéu diing phu thudc véo tudi va can nang ciia bénh nhan; liéu don tir 10- 15

mg/kg/ngay dén lidu téi da 60 mg/kg/ngay.

Tréem:

_ Tré i 12 - 15 tudi va can nang 41 - 50 kg: 1 vién/lan, mdi 4 - 6 gio khi can.
Téida 4 lidu/ 24 gitr. Lidu don téi da 1a 500 mg (twong (ng 1 vién).

Ngui 16m va tré em tir 16 tudi tréslén, can nang trén 50 kg:

- Ligu thuérng diing: 1 hodc 2 vién/lan mdi 4 - 6 gior khi cén, Téi da 4 liéu/ 24
gi¢r. Khéng diing qué 4 g/ngay (trong duong 8 viéningay). Liéu don téi da
121 g (twong dwong 2 vién).

Bénh nhan suy than
Trong truéing hop suy than can giam liéu nhu sau:
06 loc cdu than Lidu ‘
10-50 mL/ phat | 500 mg méi 6 giér (1 vién méi 6 gio) |
< 10 mL/ phut 500 mg méi 8 gi& (1 vien mdi 8 gidy) |
Bénh nhén suy gan:

@ bénh nhan suy gidm chirc néng gan hodc hdichirng Gilbert, can gidm liéu
hoac kéo dai khodng cach gidra céc ligu.

Lidu hing ngay khéng qué 60 mg/kg/ngay (dén téi da 2 g/ngay) trong nhikng
trrérng hg'p sau:

= Ngudilén can nang <50kg.

. Suy gan vi¥ava nhe, hdi chirng Gilbert (bénh vang da tan huyét gia dinh).
+ Métnugrc.

« Suydinhdudng mantinh.

« Nghién ruguman tinh.

Cdéichding:

Diing duréng uéng. Cho vién vao che chiva mt it nudc, dé vién tan hoan
toan treec khiudng. ;

Dung paracetamol v&i thyc pham va do ubng khéng &nh huéng dén hiéu
qué ctia thudic.

Tan sudt dang thudc:

Khoang céeh ligu cu thé phy thudc vao triéu chimg valieu t5i da hang ngay.
Ding thude ding Iigu lurgng va thii gian quy dinh ¢ thé tranh céc con dau
hoéc st tai lai, Tiy thudc vao sy t4i phat cac trigu chimg (sbtval hoac dau),
cho phép diing thubc I5p lai. Tuy nhién, tét nhat & khoang cach liéu khéng
durdi 6 gitr va trong moi trirdng he'p khéng dwee dudi 4 gie. O 1ré em,
khoang cach liu nén dbu nhau, ké cé ban dém, tot nhat 14 m3i 6 gi¢,, néu
khéng thi khodng ligu téi thigu la mal 4 gidr.

Néu con dau kéo dai hon 5 ngay hoac s6t kéo dai hon 3 ngay, hodce tinh
trang b&nh khéng cai thign hay xuét hién thém trigu chimg khac, nén ngung
didu trj va tham khao y kién clia bac sT.

Khiquén udng mét liéu MEXCOLD 500

Hay udng thudc ngay khi nhé ra va tiép tuc ubng thubic nhu fich trinh. Tuy
nhién, ndu gén Gén gier ubng lidu ké tiép, hay bé qua libu da quén va ubng
lidu ké tiép nhu binh thiréng. Ly y khodng cach gitra cac lidu khong duge

dudi4 gier. Khong ubng gép doi lidu dé bi cho |18u dd quén.
Métsé lruy g(i; biét vg xt¥ Iy thudc trwdre va sau khi sivdung thude:
Khéng co yéu ciu dac bigt ve xir ly thudc sau khi sir dung.

CHONG CHIBINH:
Bénh nhén dj g voi Paracetamol hodc bat cir thanh phén néo cla thube

liét k& & muc Thanh phén céng thire thude.

CANH BAO VA THAN TRONG KHIDUNG THUOC:

- Khéng nén sir dung thubc kéo dai hodc thudng xuyén. Bénh nhan khéng
nén diing thudc Gang thiv vér cac san phdm khac co chira paracetamol.
Ding nhigu liéu hang ngay gay anh huéng nghiém trong den gan; trong
nhirng triséng hop ndy tuy khong xay ra han mé nhung cén dugc didu tr
hé trg ngay |p tire. Vigc ding thude kéo dai ma khang dugc giam sat chat
ché cb thé gay hai cho bénh nhan. Tré em dugc didu tri véi lidu 60
mafkg/ngay, kndng nén ding phdi hgp véi thubic ha sot khac trir treang
hop ding don 1& khéng higu qué.

_ CAn than trong khi ding paraceiamol cho b&nh nhan suy than vira va
nhe, suy gan vira va nhe (bao gom hoi chirng Gilbert), suy gan nang
(child-pugh > §), banh gan cAp tinh, di&u trj phdi hop vai cac thute
khac &nh huwding dén chirc nang gar, thiéu men glucose-6-
phosphatdehydrogenase, thidu mau tan huyét mat nudc do lam dyung
rrgru bla, suy dinh dudng man tinh.

_ Bénh nhan bj bénh gan do rugu (khong kém xo gan) khi qua liéu
paracetamol s& nguy hiém hon. Cé&n than trong khi ding paracetamol cho
bénh nhan nghién nrgu man tinh. Ligu ding hang ngay khéng vurot qua
2g. Khang duoc st dung negu bie trong sudt qué trinh Gidu tri vei
paracetamal.

- CAn than trong khi diing paracetamol cho bénh nhan bi hen suyén dj img
i aspirin vi phan (rng co that phé quan nhe vdi paracstamol (phén img
chéo) d3 dLrge bao cao trén it hom 5% s6 bénhnhan tham gia thik nghigm.

| Trong trréng hop sot cao, trigu chimg bénh dai déng hodc o dau higu

caa nhidm khuin thir phat, bénh nhan c&n ¢én bac s @& dugs tw van
tham.

|- Trong treémg hop dtm%quéiiéu, bénh nhan cén haiy kien bacsi, ké ca khi

bénh nhan cam thay
khéng nhin thay dugc.

_ Bac si can canh bag bénh nhén ve cac dau hiéu cla phan Gng trén da

nghigm trong nhu hdi chirng Stevens-Johnson (SJS), hdi chirng hoai tir
da nhiém dac (Toxic Epidermal Necrolysis - TEN) hay hdi chirng Lyell, hai
chirmg ngoai ban myn mil toan than cép tinh (Acute Generalized
Exanthematous Pustulosis - AGEP). Cac phan (rng ndy tuy hiém nhung
da xay ra voi paracetamol, thurging khéng phy thude vao tac dung clia cac
thuéc khic. Khang c6 man cam chéo gitra paracetamol va céc thude giam
dau, ha sbtkhac (nhu NSAID).
Nguri bénh can phai ngirng ding paracetamal va di kham bac sTngay khi
thay phat ban ho#c cac biéu hién khac & da hodc cAc phan rng man cam
trong khi diéu tri. Nguiri bénh cé tién st c6 céc phan ng nhu vay khong
nén diing cac ché phém chira paracetamal.

_ Déi khi c6 nhirng phan tmg da gdm ban déat sin, ngira va may day; nhirng

phan Gng m3n cam khéc gbm phi thanh quén, phi; mach va nhikng phan

trng kidu phén vé o thé it khi xdy ra. Giam tiéu chu, gidm bach cau va

giam toan thé huyét chu da xay ra véi viéc sir dung nhizng dén chét p-

aminophenol, dac bigt khi ding kéo dai iBu Iém. Gidm bach cau trung tinh

va ban xuit huyét gidm tidu cau da xay ra khi ding paracetamol. Hiém
gip mét bach cau hat & ngudi bénh diing paracetamol.

- Saukhi ubng, aspartam bj thdy phan lrong ong tiéu héa. Mt trong nhirng
san pham thiy phan & phenylalanin, ¢é thé géy hai cho bénh nhan bi
phenylkatan nigu (PKU).

Thube cé chira manitel, ca thé gay nhuan trang nhe,

- Thubc co chira natr. Didu nay nén duge can nhic & banh nhan dang
trong ché dé &n kiéng kiém soét lugng natri.

S0 DYNG THUOG CHO PHU NIFCO THAI VA CHO CON BU:

Strdung thute cho phy nirco thai:

Dirliéu dich t& hoc trong viée diéu trj v paracetamol dudng ubng cho théy

kh@ng cd anh hirdmg lén phy nk cé thai hogic stre khoe cia thai nhil tré s

sinh. DI liu nghién ciru ién olru khi ding qua lidu trong subt qua trinh

mang thai cho thay khaing tang nguy cor dj tat & tré. Nghién ciru vé sinh sn
trén thude ding dudng udng khéng bigu hign dj dang hodc dac hai cho thai
nhi.

Paracatamol durge coi 14 an toan & liu didu 1 théng thudng, ding trong

thedi gian ngén.

Sirdung thude cho phu nircho con bi:

Khi dang duéng ubng, paracetamol bai tiét qua sira me & lugng nhd,

Khéing oo 1t dung khéng mang mudn nao lién quan dén phu n cho con ba

uroc bidt dén. Co thé st dung lidu didu tri cia paracetamol trang sudt qua

{rinh cha con bi.

ANH HUONG CUA THUOG LEN KHA NANG LAl XE VA VAN HANH

MAY MOC:

Chira c6 bang chimng va anh hudng cfia thube 18n kha nang 1i xe, van hanh

may mbe.

TUONG TAC, TUONG KY COATHUOC:

n do nguy co hoac nhirmg tén thuong cho gan

Twong tac ciathube:

Twong tac véi cac thude khae:

- Cae chAt gay hai cho gan ca thé lam tang kha néng tich 10y paracetamal
vé qué lidu. Thube 1am gldm enzym microsom gan nhu barbiturat, thude
chéng tram cam 3 véng va negu lam ting nguy co gy (o cho gan cila
paracetamol.

_ Probenecid lam gidm gén nhw gap déi 46 thanh thai cia paracatamol
bing cach (rc ché sy gén két clia nd voi acid glucuronid. C&n xem xét
giém libu paracetamol khi sir dung 8ng théri véi probenacid.

- Salicylamid c6 thé kéo dai thoi gian banthai cla paracetamol. L o010 4
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[U taﬂﬁh wm}y{téng s hép thu paracetamol.
- Cholestyramin: giam hap thu paracetamol.

- Str dung dong th&i paracetamol (4 g mai ngay, it nhat 4 ngay) vai thubc
chéng déng dwéng ubng cd thé dn dén sy bién Gdi nhe cac chi sé INR.
Trong trvéng hep nay, rin té&ng curdrng theo dai chi so INR trong sudt qua
trinh diing phéi hgp thude va sau khi ngirng thube. Str dung paracetamol
thuréng xuyén dai ngay 1am tang tac dung chdng déng mau clia warfarin
va cac coumarin khéc do lam tang nguy co chay mau; viéc thinh thoang
diing thuéc khéng dnh hrdng dang ké.

- Isoniazid: am gidm d¢ thanh thai cia paracetamol biing cach (rc ché
chuyén hoa tai gan clia paracetamol, gay nguy co tang hoat tinh va/ hodc
dctinh clha paracetamol.

- Lamotrigin: paracetamol lam gidm sinh kha dung ctia lamotrigin, ¢ thé
lam gidm tac dung cla lamotrigin do tang s chuyén hoa tai gan cia
lamotrigin.

Anh hwong dén xét nghiém:

Paracetamol c6 thé anh huwéng dén xeét nghiém acid uric bing acid

phosphoric wolframatop va xét nghiém duéng trong mau bang glucose-

oxydase-peroxydase.

Twong ky ctathuée:

Do khong ¢ cac nghién ciru v& tinh twong ky cta thude, khéng tron [3n

thude nay vai cac thubce khac.

TAC DUNG KHONG MONG MUGN CUA THUGC:

Phan loai theo
hé théng Tansudt | Tac dung khéng mong muén
co' quan
R&i loan mau va R6i loan tiéu cAu, rdi loan té bao
hé bach huyét gée.
Réi Ioan h o :
mié nogi ch & Dj trng (bao gém phi mach).
Hklogreim Trém cam, nham I&n, 4o gidc.
thén
Réi loan ha than
Kinh Run, dau déu.
RO loan & méat Tam nhin bét thuéng.
Réi loan tim .
mach Hiémgap |7
Réi loan hé tidu WA%SO‘E = Xuaét huyét, dau bung, tigu chay,
| hoa 1/1.000) butn nén, ndn.
R&i loan gan - Réi loan chirc néng gan, suy
mat gan, hoai tr gan, vang da.
R loan da vé Ng‘l'ra. gr}at ban, ra mé :661. ban
mé duéi da ;:;t huyet, pht mach, ndi may
Chang mat (bao gbm chodng
T}g‘ loan toan vang), khé chju, sét, budn ngi,
thery tuong tac thubc,
Thurang tich,
ngd dac va cac Qua ligu va ngd dde.
bién chirng
Réi loan gan - :
mét Nhi&m déc ?an.
Rdi loan toan Phén (rng quéa man (can nguwng
than diéu tri).
Giam tiéu cau.
: Gidm bach cau.
Eg'lj;z,? ::lilétva .| Giam bach clu trung tinh.
Ral hiém 9ap | Thisu mau tan huyst.
(ADR < MAt bach chu hat.
————— 10.000)
Réi loan chuyén
hoa va dinh Ha durdrng huyét.
duéng |
Réi loan than va Nuére tidu duc va cde phan ng
tiét nigu phuy trén than,
| Rél loan da va T
st Phan (rng nghiém trong trén da.

Chura ré tan suat: Phi thanh quan, sbc phan v&, thidu mau, co thit phé
quan®, bién ddi & gan va viém gan, bién di & than (suy than nang, viém
théin k8, tiéu ra mau, dau that nguc), dnh hudng trén dudng tiéu hoa va
chong mat.

" B3 o frwdng hop bj co that phé quan vai paracetamol, nhung cé nhidu
kha néng xay ra hon & banh hen nhay cam véi aspirin hodc cac NSAID
khac.

Hwéng dén cach xir tri ADR:

Néu xay ra ADR nghiém trong, phai ngirng diing paracetamol. V& didu tr,
xem thém phan Qué liéu va cach xirirl,

QUA LIEU VA CACH XU TRi: 2
Nguy corngé déc khi qua liéu paracetamol, thudng dé xay ra trén ngurdi cao
{ui, fré em, ngudi bj bénh gan, nghién rugru man tinh, bénh nhén suy dinh
dudmng man tinh. Dung thudc qua liéu cd thé gay tirvong.
Tdn thurong gan b the xay ra & ngudi idm‘dDEtCr 10 g paracetamoal tréy I&n.
Ding tir 5 g paracetamol trdr 18n c6 thé dén dén tdn thuong gan néu bénh
nhan cf céc yéu 16 nguy co nhw sau:

Néu bénhnhan:

a) dang trong qué trinh didu tr| [du ngay vo&i carbamazepin

phencbarbiton, phenytoin, primidon, rifampicin, St John's Wort hodc

nhizng thubc gay gidm enzym gan khac.

Hoac

b) nghién negru.

Hodc

c) co kha nang bj thiéu hut glutathion nhur céc tredmg hop rdi loan &n

uong, xornang, nhiém HIV, thidu an, suy nhuoc.
Triguchirng:
Nhiém doc paracetamol ¢6 thé do diing métlidu déc duy nhét, hodc do ubing
i&plaliu Ién paracetamol (vi du: 7,5 - 10 g mdi ngay, trong 1 - 2 ngay), hodc
do uéng thubc dai ngay. Hoai tir gan phu thudc lidu 1a tac dung dic cap tinh
nghiém trong nhat do qua liéu va co thé gay tir vong.
Bubn nén, nén va dau bung thurmg xay ra trong vong 2 - 3 giér sau khi ubng
lidu ddc ciia thude. Methemoglobin mau, din dén ching xanh tim da, niém
mac va méng tay k& mét ddu higu déc tneng nhiém dac cdp tinh dan chét p-
aminophenol; mat lgng nho sulfhemoglobin cling ¢& thé duwgc san sinh.
Tré em co khuynh hurdng tao methemoglobin d& hon ngudi I6m sau khi
udng paracstamol.
Knhi bj ngd déc néng, ban d4u 66 thé ¢4 kich thich hé than kinh trung rong,
kich G8ng va mé sang. Tiép theo cA thé 1a trc ché hé than kinh trung rong:
sirng sé, ha than nhiét; mét 13; thé nhanh, néng; mach nhanh, yéu, khdng
déu; huyét ap thép va suy tulin hoan. Tryy mach do gidm oxy hugéi tuong
déiva do téc dung e ci'!éylrl.mg tam, tac dung nay chi xay ra voi liSurat ién.
Sée co thé xdy ranéu gidn mach nhidu, Con co gidt nghet thér gay tir vong
ch thé xay ra. Thurdng hén mé xdy ra trede khi chét dot ngét hodc sau vai
ngay hdn mé.
Dau higu lam sang thirong t8n gan tré nén 16 rét trong véng 2 6én 4 ng
sau khi uéng liéu doc. Aminotransferase huyét twong tang (d6i khi ting
cao) va ndng 69 bilirubin trong huyét trong cing cd thé tang; thém nia, khi
thirong 16n gan lan rdng, thei gian prothrombin s8 kéo dai. Cé thé 10%
ngudl bénh bjngd doc khéng durec diéu tri ddc hidu da co thuong tBn gan
Eghi‘ém trong; trong sé dé 10% - 20% cudi cing chét vi suy gan. Suy than

p cing xay ra & mdt s& nguei bénh. Sinh thi&t gan phat hign hoai i trung
tam tiéu thuy trir viing quanh finh mach cira. O nhirng trémg hop khang
vong, thuong tdn gan phyc hdi sau nhidu tuan hodc nhidu thang.

il

Chén do&n sém rat quan trong trong didu trj qua lidu paracetamol. Co
nhirng phuong phap xac dinh nhanh ndng 46 thudc trong huyét twong. Tuy
vay, khang duwoc tri ho&n diu tri trong khi ché két qua xét nghiém néu bénh
sir gori ¥ 1a qua lidu nang. Khi nhidm ddc nang, di&u quan trong I3 phai didu
1ri 6 trgr tich cyrc. Can rira da day trong moi trrdng hop, 15t nhét trong véng
4 gitr sau khi udng. Liéu phép gidi ddc chinh 14 ding nhing hop chat
sulfhydryl, €6 18 tac Gong mot phan do bd sung dy {rir glutathion & gan, N-
acelylcyslein ca tac dung khi ubng hodc tiém finh mach. Phai diing thuc
giaidde ngay 1ap tirc, cang svm cang 161 néu chua dén 36 gitr ké tir khiudng

— paracetamol. Didu trj v&i N-acetylcystein c6 higu qua hon khi ubng thudc

trong thé/ gian dugi 10 gier sau khi ubng paracetamol. Khi cho uéng, hda
loang dung dich N-acetylcystein véi nude hode db udng khéng oo rugu Gé
dat dung dich 5% va phai utng trong véng 1 gitr sau khi pha. Cho ubng N-
acelyloyslein voi lidu diu tién 13 140 mg/kg, s3u da cho tigp 17 liéu na, méi
lidu 70 mgfkg cach nhau 4 gir mot In. Chém dirt dibu tri ndu xét nghigm
paracetamol trong huyét twong cho thiy nguy co dgc hai gan thip. Cling ¢
thé diing N-acetyloystein theo dudng (inh mach: liéu ban du 14 150 mgfkg,
pha trong 200 mi glucose 5%, tiém finh mach trong 15 phit, sau d6 truyén
tinh mach liéu 50 mg/kg trong 500 mi glucose 5% trong 4 gier, tiép theo la
100 mg/kg trong 1 lit dung dich trong vang 18 gid liép theo. Néu khéng c6
dungdich glucose 5% thi cé thé dung dung dich natri clorid 0,9%.

ADR cila N-acetylcystein gom ban da (hao gbm ca may day, khang véu cAu
phaingirng thudc), budn ndn, ndn, igu chay va phan (ing Kidu phan vé.

N&u khéng cé N-acstyleystain, oo thé ding methionin. Néu da ding than
hoat trude khi dang mathionin thi phai hit than hoat ra khéi da day tnede
Ngoai ra 6 thé ding than hoat vé/hodc thude thy mudi da ching oo kha
nang [&m gidm hép thy paracatamol.

QUY CACHDONG GOI: H8p 4 v % 4 vién nén siiibot.

BIEU KIEN BAO QUAN: Khong qua 30°C, tranh Am va anh sang.

HAN DUNG: 24 thang ké tr ngay san xut.

TIEU CHUAN CHAT LIPO'NG GUA THUOG:

Thubc dattheo tiéuchuén Duge dién Anh,

IMEXPHARM
Co st san xuai: CONG TY CO PHAN DUQIC PHAM IMEXPHARM
564, Butng 30/4, Phudmng 1, Thanh phd Cao Lanh,
Tinh Déng Thép, Viét Nam
Hotlina: 1800.555.535 E-mail: imp@imexphamm.com
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