DE xa tdm tay tré em.

Doc ky hudng din s dung trudce khi ding.
THANH PHAN CONG THUC THUGC

Thanh phan hoat chat: Mai vién chia

Paracetamo! .... 325 mg

|buprofen ........ 200 mg

Thanh phén 14 duge: Lactose monohydrat, tinh bdt mi, mau cam £110, sodium starch glycolat, talc. colloidal
silicon dioxyd, magnesi stearat. povidon K30.

DANG BAO CHE: Vign nén.

Mo 14 sda phdm: Vién nén dai mau cam, mdt mit ¢é vach ngang, mdt mat cé hinh thoi, canh va thanh vién
tanh K&n.

CHI DINH
Hasacol ava 2 thudc gidm dau. ha s6t va khang vidm.,
Chi dink didu tri:

- L@t oan daw do ahiéu nguyén nndn khac nhau, baggdm: dau ddu, dau nita d4u, dau bung kinh, dau ring, dau
¢0, dau xuong khdp, dau thit lung - xudng cing, dausaL cndn thuong, dau day thén kinh.

- S6t.
CACH DUNG, LIEU DUNG
CACH DUNG: Diing duting udng, nén dugc dung sau bilz 2=
LIEU DUNG: Lidu khuy&n cao nhu sau:
- Ngutii I6n: MGi1an 1 hodc 2 vién. N&u cén thigt, ligu oo ™ dupe 22 2
qua 6 vién mét ngay.
- Thanh thi€u nign trén 12 tudi: M3i (4n 1 vién. NBU cén 298 180 oo o5¢ duoc 13p lai d&n 3 JAn mot ngay.
Khong sl dung qud 3 vién mot ngay SU dung trong khodng & zean nQan
C4c tac dung khang mong mudn ¢6 thé dugc gidm thiu 5223 c2ch sl dung lidu thdp nhét cé higu qué trong
thdi gian ngdn nhat cdn thiét d& lam giam céc tridu ching
B&nh nhé&n nén tham khdo y kign bac s néu cdc trigu chdmg win b&p tuc hodc xau di, hodc néu cdn si dung
thudc hon 3 ngay.
- Ngu®i cao tudi: khong cn diéu chinh lidu.
B&nh nhin cao tudi cd nhiéu nguy ca bi ca¢ bign ching n3ng cla iz dung k
dugc theo ddi thuing xuyén vé xudt huwét tidu hoa trong khi diing NSAID.
Hodc Shan o 430 cia Thiy thulle
CHONG CHI DINH

\

&0 3157 md ngay. Khdng s dung

ndng mong mudn. B&nh nhan can

Ot mla vl CaC hoat o3t hedc v 08 oy 12 dugc ndo clia thude.

Ol mdn vl NSATD 539 plen 3w a...n., salcylic: tién st bi hen suyén do aspirin, phu mach, co thdt paé
uy

QBT wEm om0 hedc gy B B guas 250 e ding acid acetylsalicylic hodc cac NSAID khéc.

Loét da day va/ hoac loét ié trang (dang hoat ding hodc co tién sif): thing hodc chay mau, bao gdm ca
nhiing truding hop xay ra sau khi sif dung NSAID.

Tidng huyét dp nghmrn trong

Cac pémh nghiem trong v& hé tim mach, abic i mnha?ih,qE;;métng-_
Sy S 0dag (M ads Tim mach Mew Yark (NYHA) 0 IV

Py 0l of B vd cho ton 38 \
K53 eyl Sang v2 dang Cung i chling 20ng mdu.

Thiu Mgt Qhucose-5-paosohat dshwdragenase bam sinh.
Tré em dudi 12 twoi.
Nghién rugu.
THAN TRONG VA CANH BAD DAC BIET KHI DUNG THUDC
St dung déng thai cdc NSAID khac, bao gém chat ifc ch& COX-2 va acid acetylsalicylic vdi liu hang noay K
han 75 mg - lam tdng nguy cotc dung khéng mong mudn
Thudc chifa paracetamol. Kiém tra dé dam bdo ring cdc boa: ufc endc dang oung «hing chia paraceiamal
SU dung déng thdi cac thudc khae c6 chifa paracetamol o the d&n 485 aué 1éu vl 1hag gy o0 M 2dc [4s
dung khéng mang mubn nghiém trong.
SU dung d8ng thyi, 14u dai cdc loai thuSic khac nhauts tic dung giém dau cd thé ddn dén iBn thaong Hén
nguy cd suy than.
CO nguy cd suy than 0 tré em va thanh thiéu nién bj mat nudc.
Can !hén tromg ki s dung san phdm thudc § nhitng bénh nhan:

- Suy gidm chic ndng gan v&' hoac thin va rdi loan tim mach; & nhiing banh nhan bi suy gidm va rdi loan
nay. nén sif dyng liéu thdp nhat co hidu qua. ddng thdi theo ddi gan va/ hodc than va hé tim mach.
- Hen phé quan hodc di ting - ding thudc nay co thé gdy co thit phé qudn.
- B(;nh lupus ban do hé thong va b&nh md lién k&t hdn hgp - tAng nguy co méc bénh viem mang nio vd
Khuan,
- Tién s b&nh dudng tigu héa (viém loét dai trang, bénh Crohn) - cdc trigu chiing b thé trdm trong hon.
- Rdi loan nhip tim, tang huy8t ap, nhdi méu ca tim hoc suy tim - tinh trang ¢ nudc cb thé xay ra do suy giam
chifc nang théan.
- St dung d8ng thai thubc chng dong mau hodc r8i loan ddng méu - ibuprofen co thé keo dal il gian chay
mall.
Bé&nh nhan trén 65 tudi cé nguy co bj téc dyng khdng mong mudn cac han so vai banh nhan iré wdi
Nguy cd tdc dung khdng mong mudn ¢ thé dugc gidm thidu bang cach sii dung lidu thap nhat c6 hidu qud
trong thdi gian ngn ahat co thé cdn tit dé kiém soat c4c tridu chting.
Anh huéng d&n hé tudn hoan va mach mau nao
Cac nghién citu lam sang cho thay rdng vigc st dung ibuprofen, dic biét vdi lidu cao (2.400 mg/ ngay), c6 thé
lam tang nhe nguy co mdc cdc bién cf huyét khdi - thuyén tic ddng mach (vi du nhu nhdi mau co tim hoic
dot quy). Nhin chung, céc nghién citu dich té hoc khdng cho thay udng ibuprofen liéu thdp ivi du. < 1.200 mg
ngay) ct lién quan d&n téng nguy co cac bién cd huy&t khdi - thuyén tc dong mach.
D6 vai bénh nhdn bj ting huyét 4p khéng kiém soat dugc, suy tim sung huy&t (NYHA do [1-111), béanh tim thiéu
mau cyc by qua chdn dodn, b&nh mach méu ngoai vi va/ hodc bénh mach mau ndo, thi viéc diu tri bang
ibuprofen sau khi can nhac cn than va tranh ding By eao (2.400 mg/ ngay).
Diéu trj 13u dai cling nén dugc xem xét cdn than § nhiing bénh nhan co cac y&u t6 nguy co vé bign ¢ tim
mach (tdng huyét &p, tang lipid mau, dai thdo dudng, hit thubic 14), d&c biét néu cAn dung 1iéu cao ibuprofen
(2.400 mg/ ngay).
Anh huréng 88n hé tidu héa
Co nguy co xudt huyét, loét hodc thiing dubng tigu hba co thé de doa tinh mang va ¢6 thé khang nhét thigt
phai c6 trube cdc ddu higu cdnh bao hodc ¢6 thé xay ra § nhilng bénh nhan dd c6 cac dau hiéu canh béo.

NUOC.CO m/

Trong trudng hop xudt huyét hodc loét dudng tiéu hda, nén ngirng diéu tri ngay I&p titc.

B&nh nhan ¢4 tién si nhiem doc dubng tidu hoa (d3c bidt 12 ngudi cao tudi) nén béo cdo bat ky tridu chiing
b&t thuding ndo & bung (dc biét chi y d&n xudt huyét tigu hda), nhat 2 khi bat dau didu tr.

Nguy c6 xudt huyét, loét hodc thing dudng tiéu hoa tang I&n khi tAng ligu NSAID & nhiing b&nh nhan c tién
sif loét, ddc biét 1a nhiing bénh nhan c6 bién chdng xudt huyét hodc thiing va & ngudi cao tudi. Nhiing bénh
nhan nay nén bt ddu diéu trj vdi lidu th&p nhat co thé. G nhilng bénh nhan ndy, cing nhu & nhitng bénh nhan
can diéu tri ddng thai v6i liéu thap acid acetylsalicylic hodic cac hoat chat khac ¢6 thé lam ting nguy cd tdn
thuong dubng tiéu hoa, thi diu tri dong thoi v6i cac chét bao vé (vi du nhu misoprostol hoic thudc Gc ché hom
proton) cdn dugc can nhic.

Can than trong khi sif dung thudc ndy & nhiing bénh nhan dang ding déng thdi véi cdc thudc ¢d thé lam ting
nguy cd loét hodc chdy mau, ching han nhu corticosteroid 16ng, thude chdng ddng mau bao gdém warfarin,
thudc (e ché tai hap thu seratonin 6 chon loc. hodc thube ching két tap tigu cAu bao gém acid acetylsalicylic.
Khéng ubng rugu khi dang st dung paracetamol vi c6 nguy co gay t6n thusng gan. Nguy co tén thudng gan dic
biét cao & nhitng ngudsi dang 46i va nhilng ngudii thudng xuyén udng rugu .

Viéc sl dung san phdm nay c6 thé gay ra két qua sai ddi vdi mot s§ xét nghigm trong phang thi nghiém dudc
thiie hign bang phuong phap oxy hda khir (vi du: xéc dinh ndng dé glucose trong mau).

Anh hu@ng trén da

Céc phén (ing da nghiém trong, mdt 88 de doa dé&n tinh mang, bao gdm viém da tréc vy, hdi chiing Stevens
- Johnson va hoai ti biéu bi nhi&m dgc, rdt higm khi ¢ bac cao lién quan d&n viée sl dung NSAID. Nguy co
I6n nhat cba nhiing phan (ing nay xay ra khi bat ddu diéu 1. trong hau hét céc truding hop trong thang déu
tién sir dung thude. N&n ngung st dung thuBe khi ¢é ¢ac tnéu ching dau tién cla viéc phéat ban trén da, ton
thugng niém mac hodc cdc phan iing qua man khac.

Thudc c6 thé che ddu cac tridu ching clia nhi&m bénh hién e5.

Bénh nhdn nén W&n né v bac s hodc duge sTtrong trudng hap céc trigu ching ligt k& bén trén 14 méi hodc
trGnén tram trong hon.

Dai vai thudc chila paracetamol: B4c T cdn cdnh bdo béan nhdn vé cic ddu hiéu cla phan dng trén da
nghigém trong nhu hdi chdng Stevens - Johnson (SJS), hdi chimg hoai ti da nhi#m ddc (TEN) hay hdi ching
Lyell, 53¢ cadng ngoai ban myn mit ton than cap tinh (AGE®)

Nguy co huy#t khdi tim mach

Cac thuSc chdng vidm khdng steroid (NSAIDs), khdng phés aspirin, ding duing todn than. cd thé 1am ting
nguy 0d it nién bign ¢d huyét khéi tim mach, bao gdm &2 nhdi méu ¢d tim va dot quy, ¢ thé ddn dén tlr
vong. Nguy oo ndy c6 thé xuat hign s6m trong vai tudn dde oiing thudc va ¢o thé ting I&n theo thdi gian dung
thudc. Nguy oo huy8i khdi tim mach dude ghi nhdn chil yu® Béu cao.

Béc s7cdn danh gid dinh ky sy xudt hién cla cdc bign ¢f tim mach, ngay ca khi b&nh nhan khang ¢6 cac triéu
chitng tim mach trudc dé. 8&nh nhan cin duge cdnh bdo ¥é céc tridu chitng clia bién ¢d tim mach nghiém
trong va can tham kham béc sTngay khi xut hién céc trigu chiing nay.

Dé geam thidu nguy co xuat hign bién cf b4t loi, cdn sl dung Hapacol eva 8 liéu hang ngay thap nhat ¢ higu
qué wong thdi gian ngin nhat co thé.

Lién quan dén 14 dugc

Lacmss monchydrat: khdng nén sif dung & bénh nhan o> van dé v8& dung nap galactose, thiéu hyt men
factzss ho3c oi 7G4 loan hp thu glucose - galactose.

Tinn bt = o2 trong twfic ndy chi chia ham lugng gluten r&t thap va it ¢6 kha nang ¢o hai néu bénh nhén ¢d
bénn Cafac 'xé-: & m w8 Xz w1, DBah nhdn khong nés dung thudce nay.

Maw cam E110 b Baé gdy plde Sng o 0g

Thete: ncy cha & don | sl s L2530 gl wde wié n, ¢6 ngnia 1a “khdng cd natri”.

SU DUNG THUBC CHO PHY NU CO THAI YA CHG CON B0

Phu nif ¢6 thai: Thudc duge chdng chi dini trong thai zng tha

Phu nif cho con bii: Thudc ducge chdng chi dinh trong thai &% che con 2

Kha nang sinh san:

C6 bing ehing cho thdy cac loai thudc Uc ché cyclooxygenase (téng hgp prostaglandin) ¢6 thé gay réi loan
kha nang sinn san 0 paw Al do anh hudng dén qua trinh ryng irting. Tac dung nay chithodng qua va bién mat
khi ngling didu

Viée sl dung fbuprofen nén dude xem xét & nhitng phu n@gip khé khan trong viéc thy thai hodc dang kiém
tra kha nang vo sinh

ANH HUGNG CUA THUDC LEN KHA NANG LAI XE VA VAN HANH MAY MOC: Céc tic dung khéng mong
mudn nhu chéng mat. budn ngl. mét mdi va rdi loan thj giéc cd thé xay ra sau khi diing NSAID. Nhiting bénh
nhan gap phai cac trigu ching nay nén han ché 1ai xe hodc van hanh may mac.

TUGNG TAC, TUONG KY CUA THUGG

Tuong tu nhu vdi bat ky san pham chita paracetamol nao. nén tranh k&t hop thudc véi cac san pham thudc
chita paracetamol khdc do [am tdng nguy ¢ phan (fng ¢d ha! nghiém trong.

Sit dung dong thdi cac NSAID khéc, bao gém chdt Uc ché COX-2 va acid acetylsalicylic vdi lidu hang ngay
trén 75 mg - lam tang nguy co tac dung khéng mong mudn

Viéc sir dung déng thai acid acetylsalicylic va ibuprofen khéng dude khuy&n céo do ¢6 thé [am ting cac tac
dung khéng mong mudn, ngoai trif liéu th&p (d&n 75 mg mé: ngay) theo chi dinh clia bac sT.

Dt ligu thyc nghigm cho thdy riing ibuprofen ¢ thé (fc ¢hé canh tranh tac dung (fc ché két tap tiéu cdu clia
acid acetyisalicylic ligu thap khi cac thudc nay duge ding 66ng thai. Mac du khdng chic chin nhing dif lidu
nay c6 thé ngoai suy cho cac tinh hubng 1&m sang hay khong, nhung khéng thé loai trir ring viée sl dung
ibuprofen thuisng xuyén, 14u dai c6 thé 1am gidm tac dung bao vé tim mach clia acid acetylsalicyfic liéu thap.
Vigc vdng ibuprofen khdng thudng xuyén duge coi la khdnged v nghia 1am sang.

S&n pham nay. gitng nhu bat ky san phdm nao khéc cd chita paracetamol, nén duge sit dung than trong khi
k&t hop v6i céc foai thudc sau:

- Cloramphenicol: Tang ndng do cloramphenicol trong huyé! tudng.

- Cholestyramin: Tdc dd hap thu clia paracetamol bj giam bdi cholestyramin. Do d6, khdng nén ding
cholestyramin néu can giam dau tdi da.

- Metoclopramid va domperidon: metoclopramid va domperidon 1&am tang hap thu paracetamol. Tuy nhién,
khdng nén tranh sit dung dBng thdi cac Ioai thudc nay.

- Warfarin: sl dung paracetamol thudng xuyén, 1au dai cd thé [am ting tac dung chdng déng mau cla
warfarin va cdc coumarin khac, do d6 (am ting nguy cd chay mau; viéc phdi hdp khdng phit hgp vé mat Jam
sang.

- Céc thudc 1am ting chuyén hda & gan, ching han nhu rifampicin, thufc chéng déng kinh, barbiturat: nguy
cg tdn thudng gan, ngay ¢a khi st dung ligu khuyén céo.

- Thudc (e ch& MAQ: khd nang bj kich dong va sét cao.

- Propanthelin va céc thude (tc ch& nhu ddng rudt: lam cham hap thu paracetamol.

S&n phdm nay, gifng nhu bt ky loai thuc NSAID v& ibuprofen nao khac, nén duge st dung than trong khi
két hop v6i cac loai thudc sau:

- Thudc ch6ng déng méu: NSAID c6 thé [am tang tac dung cla thudc chéng dong mau nhu warfarin.

- Thubc ha huy8t dp: NSAID 6 thé 1am gidm tac dung cda cc loai thudc nay.

- Thutc chBng k&t tap tiéu c&u va thulc ¢ ché tai hap thu serotonin ¢ chon loc (SSRI): ting nguy cd xudt
huy&t tigu hoa.

- Glycosid tim: NSAID ¢6 th€ 1am trdm trong thém tinh trang suy tim, gidm GFR va ting glycosid huyét
tuang.

- Cyclosporin: Tang nguy co nhiém ddc than.

- Corticosteroid: Tang nguy ¢d loét hodc chdy mau duding tiu hoa.

- Thudc Igi ti€u: Giam tac dung Igi ti€u. Thude Lgi tigu cd thé 1am tang nguy co nhi&m déc than clia NSAID.
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- Lithi: Gidm bai tiét lithi. "y

- Methotrexat: Giam bai ti€t methotrexat.

- Mifepriston: Khéng nén ding NSAID trong 8 - 12 ngay sau khi sif dung mifepriston vi thudc c6 thé lam gidm
tac dung cha mifepriston.

- Khdng sinh quinolon: D kéu & cic nghién ciu trén dong vat cho thay NSAID co thé lam ting nguy cd co
giat fién quan dén viéc sl dung khang sinh quinelon. Bnh nhan ding ddng thai NSAID va quinolon c6 thé
tang nguy ca co giat.

- Tacrolimus: Nguy co doc enn trén thin ting I&n khi diing NSAID ddng thdi vwbi tacrolimus.

- Zidovudin: T3ng nguy co nniém ddc huy8t hoc khi sit dung ddng thai NSAID vdi zidovudin. C6 béng chitng vé
SU gia tAng nguy chay mau 39 ¥n0o va tu mau & bénh nhan dudng tinh HIV bj bénh mau khd dong dugc diu
tri ddng thdi vi zidovudin va isuprofen.

UBng ruow t20n0 aue trinn didu i co thé adn dén tn thuong gan nhiém doc va suy gan.

TAC DUNG KHONG MONG MUGN CUA THUOC

Cac nghién clu 1am sang vdi sy két hop clia ibuprofen va paracetamol khéng cho thdy ¢6 nguy cd gap phai
tac dung khdng mong mudn nao khac vdi nguy co xay ra dai vai iuprofen noac paracetamol duge sif dung
rigng 8.

DuGi day liét ké céc tac dung khdng mong mudn thu thip dugce lién quan dén viéc theo a8l camh giac ouwoc &
nhitng bénh nhan dung don tri liéu ibuprofen hodc paracetamol, dai han hodc ngdn han.

Céc téac dung khdng mong mudn duge phan loal theo tin sudt nhu sau: Rat thuting gap: > 1/ 10, thudng g2s
> 1/ 100 d&n < 1/ 10, khdng thudng gap: > 1/ 1.000 dén < 1/ 100, hiém gdp: > 1/ 10.000 d&n 1/ 1.000. rat
higm gap: <1/ 10.000. khdng rd (khong thé udc tinh tir dit ligu co sn).

Rdiloan mdu va hé bach huyét

Rat hi€m gap: Rai loan tao mdu (mat bach cdu hat, thifu mau. thidu mau bat san, thiu mau tan huyét, giam
bach cdu, gidm bach cdu trung tinh va gidm tidu cdu). Cac triéu chimg ddu tién [3: s8t, dau hong, loét bé
ngoai clia niém mac miéng. cac tridu ching gidng nh cim, mét ma: ngnidm trong, chay mau va bdm tim
khéng rd nguyén nhan, va chdy maucam.

Rdi1oan hé mién djch

R4t hiém gaip: Céc truting hop qua mén da duge bdo cdo. Co thé & dang phan iing di Ing khdng dac higu va
phan v&. Phan {ing qua man nghiém trong. Cac triu chiing bac gdm: sung mit. [udi va thanh quan, khé thé,
nhip tim nhanh, rdi loan nhip tim, ha huy&t ap (so¢ phan vé&. phii mach hodc sic nZng).

Roi loan tam than

Hiém gaip: Lu 1an. trdm cim va 3o gidc.

Rdi loan hé than kinh

Khong thubing gap Mndc ddu va chong mat. Higm gap: Mat ngli. R4t hiém gdp: Di cdm, viém day than kinh
thi gidc va budn ngll, kich ddng. khd chie 0 nhitng bénh nhan hién dang mic cac bénh ty mién (lupus ban dd
hé théng, bénh ma lién k&t hdn hgp), mdt sb trudng hgp bi viem mang ndo vd khudn véi cc triéu chiing bao
gdm citng ¢d, nhitc d4u, budn ndn. ndn. sit. 1o 1An. Trong mdt s triding hop ca biét, cac phan tng loan thén
va U tai da dugc bao cdo.

Rdi loan mét

R4t hi€m gip: RGi loan thi gie.

R&i loan tai va tai trong

RZi hiEm g3 U tai va chdng mat ¢ ngulio gdc tir tai trong.

Ré; g2t tiem

REREm gin Pl tiog et o s sy o d4 duge bao cdo lign quan dén viée sif dung NSAID lidu cao.

NQuy 00 Dyt kS S mach (eem ém phin Thén trong va canh bao d3c biét khi st dung thudc).

Rdiloan hé hdp, nch va trung that

R&t higm gap: Hoat ddng clia hé hé hap bao gdm:hen suyin com hen vicnnnat oot ond gua

R&i loan tigu hoa "

Thudng gap: Dau by m tidu chay, kho tigu, bubn nbn,kha cniw 0 da day va ndn. Khdng thuing gép: Loét da

gay, thang hodc ch Gi “éctnéu ch‘ g nhu di ngoai ra mau va ndn ra mau, di khi gay
! vong :é: N8 2 : MU0 c30 Wl Vidm miéng loét va dot cap cha viém loét dai trang. Bénh Crohn. Viém
Wy 92 dune D30 cas hdng Thwlng g0 H¥m gip: Viém da day.

Rdi loan gan mat

Rat hi€m gap: Chiic ndng gan 5& thuting
thé gay suy gan cip. suy gan. hoal s gan
Rdi loan da va md dudi da

¥hing thudng gdp. Phat ban nhéuioa. bac gdm nglfa va may day. Phi mach va sung mat. R4t higm gap: b8
md 761 oud nmiéu. ban xudt huyEt va qua man voi dnh sang. Viém da tréc vdy. Phén iing bong nuéc bao gdm
héing ban da dang, hdi chitng Stevens - Johnson va hoai tii biéu bi nhi&m doc. R4t hiém trudng hdp phén dng
da nghiém trong da dugc bdo céo.

Khdng rd: Phan {Ing thudc véi tang bach cu i toan va cdc triéu chitng toan than (hdi chitng DRESS).

Rdi loan than va tiét niéu

Higém gap: Phli né. R4t hi€m gdp: Doc tinh trén than & nhiéu dang khac nhau, bao gdm viém than k&, hoi
chitng than hu, va suy thin cdp va man tinh, khd tiéu, gidm lugng nudc tiéu, hoai tir nha than, ting uré huyét
thanh, ting natri huyét tuong (gid natri).

Roi loan chung va tai ¢chd ding thudc

Rat hiém gap: Mé&t méi va khé chiu.

Cac xét nghiém

Thudng gdp: Tang ndng d9 alanin aminotransferase va gamma-glutamyltransferase ciing nhu cac thang s@
gan bj thay déi sau khi sit dung paracetamol. Ting néng do creatinin va uré trong mau. Khdng thuling gap:
Tang aspartat aminotransferase, ting phosphatase kiém, creatinin trong mau, gidm hemoglobin va ting so
lugng tiéu cdu.

Céc thir nghi@m 18m s&ng chi ra riing vidc sit dung ibuprofen, dic biét & lidu cao (2.400 mg/ ngay). cb thé
|am t&ng nhe nguy cd bi€n ¢f thuyén tdc huy&t khdi ddng mach (vi du nhu nhdi mau cd tim hodc ddt quy).
Thdng bao cho bac sTnhiing téc dung khéng mong mudn gap phai khi sir dung thudc.

QUA LIEU VA CACH XU TRI

Paracetamol

C6 thé tBn thudng gan & ngudi truding thanh udng >10 g paracetamol {tuong dudng 20 vién).

UBng > 5 g paracetamol (tuong dudng 10 vién) s& gay ton thuong gan néw bénh nhan ¢ cac yéu td nguy co
nhu sau;

- Diéu trj ldu dai vdi carbamazepin, phenobarbital, phenytoin, primiden, rifampicin, St John's Wort, cac thudic
lam tang enzym gan.

- Lam dung rugu thudng xuyén.

- Thiéu hut glutathion, vi dy: ri loan dinh du@Gng, xo nang, nhiém HIV, déi, suy mon.

Triéu chifng qud liéu

Cac trigu chiing clia qua liéu paracetamol trong 24 gidy ddu 1a xanh xao, budn ndn, ndn, chan &n va dau bung.
Ton thugng gan c6 thé tré nén rd rang sau 12 - 48 gid sau khi udng vi cdc xét nghiém chifc ndng gan tré nén
bt thuding. Bt thudng clia chuyén hba glucose va nhiém toan chuyén hoa c6 thé xay ra. Trong ngd doc ndng,

mau Jubng tidu hca. v

«&m gan va vang da, gan to. Sau khi ding qua liéu, paracetamol c6
/2 1n thuong gan.

suy gan c6 thé tién trién thanh bénh ndo, xudt huyét, ha 6uing huyét, phit ndo va it vong. Suy than cip véi
hoai tlt 6ng than cAp tinh, khai phat boi dau thit lung, tiéu mau va protein niéu, c6 thé ti&n trién ngay ca khi
khdng ¢6 tdn thuong gan nghiém trong. Rdi loan nhip tim va viém tuy cling da dugc béo céo.

Cach xu tri

Didu tri ngay 1p tirc 12 rat cin thigt trong i tri qud lidu paracetamol. Mac di thigu cac ddu hiéu dang ké cla
triéu chifng s6m, bénh nhdn nén dudc chuyén ngay dén bénh vién dé dugc cham soc y t& ngay lap tifc. Cac
tridu chitng ¢6 thé dugc gidi han & budn ndn hodic ndn va co thé khéng phan dnh mic d nghiém trong clia
qua lidu hodc nguy cd tén thuong cdc co quan. Viéc xiI tri phai pad hop véi cac hung dan didu tri da dugc thist
lap.

Diu trt bing than hoat tinh nén dugc xem xét néu 9us 11£1da xay ra trong vong 1 gid. Nong do paracetamol
trong huyét tuong nén duge do 0 £ g0 hodc mudn non sau <hi udng (ndng do sém hdn khdng dang tin cay).
Digu trj biing N - acetylcystein co thé duoc s aung dén 24 gits sau khi ung paracetamol, tuy nhién, higu qua
bao vé 16i da Ia trong vong 8 gid sau kni qua Bu H@u gua ciia thude gidi ddc giam manh sau thai gian nay.
N&u dugc yéu cdu, bénh nhan nén dugc tiém tinh mach N - acetylcystein, phii hgp vai lich trinh dugc thit lp.
NEu non khong phai 1 van dé, methionin duding ubng cc thé Ia Iya chon thay th& phi hgp cho b&nh nhén
ving sdu vling xa, bén ngoai bénh vién. Vigc chdm sdc bénh nhan c6 rdi loan chiic nang gan nghiém trong
sau 24 gid ké tir khi qué lidu nén dugc thao luln véi cac don v chuyén khoa gan mat.

lbuprofen

Triéu chifng qud lidu

HAu hét nhiing bénh nhin d2 u6ng mot lugng NSAID déng k&, v& mit 1am sang s& khang bj budn nén, ndn,

dau ving thudng v hodic higm khi bi tiéu chay. U tai, nhifc 04u va xudt huy8t tisu héa cling c6 thé xay ra. Trong
trfng hap nof 8¢ ngnigm trong hon, doc tinh duge thay & hé thdn kinh trung uong, bi€u hién 13 budn ngi,

ihinh thodng o4 kich thich va mat phUdng hudng hodc hdn mé. Thinh thodng bénh nhén bj co gidt. Trong ngd
EOC ngneem trol ;g nmem toan chuyen hoa co thé xay ra va thaii gian prothrombin/ INR cd thé kéo dai, c6 thé
oo can threp vao hoat dong clia cac yéu t6 dong mau tudn hodn. Suy than c&p va tBn thuong gan c6 thé xay ra
néu co ddng thdi mat nudic. Con hen kich phét c6 thé xay ra & b&nh nhan hen.

Céch xu tri

X(i tri nén diu tri triéu chitng va hd trg, bao gdm duy tri dusng thd thdng thodng, theo d6i tim va cac dau hiéu
sinh t8n cho d&n khi dn dinh. Can nhic viéc ubng than hoat trong vong 1 gid sau khi bénh nhan ubng mot
lgng co thé gdy doc. N&u co giat thubng xuyén hodc kéo dai, nén dugc diéu tri bang diazepam hodc
lorazepam tiém finh mach. S dung thudc gian phé quén dé diéutri hen suyén.

BAC TiNH DUGC LISC HOC

Nhom duge 1y: Thude khang viem va chdng thap khdp. Cic dan xuat acid propionic: Ibuprofen, dang phdi
hgp, ma ATC. MO1AES1.

Thudc két hgp c6 chifa hai hoat chat: ibuprofen vdi tac dung gidm dau ngoai vi, ha s6t va khang viém bé sung,
va paracetamol vi ddc tinh gidm dau trung uong va ha sot.

Ibuprofen |a m{t dan xuat cua acid propionic. Thudc ¢d dic tinh khang viém, gidm dau va ha sot. Cd ché hoat
dong dya trén sy {ic ché cac isoenzym cyclooxygenase: COX-1 va COX-2, dan dén (¢ ché tong hgp cac
prostanoid: prostaglandin va thromboxan.

Ibuprofen, bing cach lic ché cyclooxygenase, dic biét la isoenzym COX-2, 1Am gidm sy tdng hgp peroxid
vong, 1 tién chat tric tidp cla cdc prostaglandin cé tac dung khang viém va cd lién quan dén viéc taorava
truy&n cam gidc dau. Ngoai ra, ibuprofen (ic ché két tap tiéu cdu c6 héi phuc.

DT ligu thic nghiém chi ra ring ibuprofen c6 thé ¢ ché canh tranh téc dung clia aspirin li€u thap trong viéc
iic ché ket tap tiu cdu khi cac thudc nay duge dung dong thai. Mot 8 nghién ciiu duge Iuc hoc 43 chi ra ring
khi sif dung m@t ligu don Ibuprofen (£00 mg) trong vong 8 gid truc hodc 30 phit sau khi diing acid
acetylsalicylic phong thich tiic thi (81 mag), sé lam gidm tdc dung cla acid acetylsalicylic doi véi sy hinh
thanh thromboxan hodic ket tap ti€u cAu. Mac di khéngchdc chén ligu nhitng dif li8u nay cd thé ngoai suy cho
c4c tinh hufng 12m sang hay khéng, nhung khong thé loz. 4w séing viéc sii dung ibuprofen thudng xuyén, Jau
L. oo 17 han ché tac dung bao vé tim mach clia liéu th3p acid acetylsalicylic. Viéc udng ibuprofen khdng
g xuedn dugc coi la khdng ¢o y nghia 1am sang.

D3 chitng minh ring trong 8 cac thudc khang wém khdrg steroid the hé ddu, ibuprofen ¢6 kha nding ngan
chin COX-2 cao nhat va ty I8 ndng dd ic ché COx-1/ COX-2 thudn Igi nhat. Do d6, ddc tinh tuong ddi thap, ty
& tdc dung khéng mong mudn thap hon v2 «na ndng dung nap t6t hon so véi c4c thudc chdng viém khong
steroid thé hé dau khac.

Paracetamol ¢6 tac dung gidm dau va ha sot. Tac dung ndy chi y&u I3 do kha n3ng (fc ché tong hgp
prostaglandin & hé than kinh trung vong. do dé 1am gidm do nhay cam clia cac thy thé dau véi cc chit trung
gian nhu kinin va serotonin, lam tdng nguBng dau.

Sy phdi hgp clia paracetamol tac dong trung udng va ibupsofen ¢ co ché ngoai vi trong cing mét san pham
1 s k&t hop coa hai chat co co ché téac dung giam dau khac nhau.

DAC TiNH DUGC PONG HOC

Sy hap thu

Céc hoat chat ciia thudc dugc hap thu d& dang qua duing tiéu hoa, ibuprofen trén 80%, paracetamol khodng
90%. Sau khi udng ibuprofen, nong do ti da trong mau dat dugc sau 1 - 2 gid va paracetamol sau 0,5 -1,5
gid.

Phan bd

Ibuprofen lién két han 90% véi protein huyét tuong. Cac protein lién k&t chinh 13 albumin. Thé tich phan b6
trung binh 12 0,16 L/ kg. Ibuprofen tham tif tif vao cac hdc khdp, ndng dd tdi da trong dich khdp xay ra sau khi
udng 5 - 6 gids, sau 46 gidm tir tir.

Paracetamol lién k&t 15 - 20% v6i protein huy&t tuong. Thé tich phan bf udc tinh trong khodng 0,9 L/ kg dén
1,8 L/ kg va khang thay d6i theo tudi.

Chuyén hda va thai trir

Ibuprofen va paracetamol dugc chuy&n héa chil y&u & gan. 50% d&n 60% liu ibuprofen udng duge bai tigt qua
nudc tiéu dui dang chat chuyén héa va san phdm lién hop acid glucuronic. Thi gian ban thai clia ibuprofen
12 1,5 - 2 gid. Thudc dugc dao thai hoan toan trong vong 24 gid sau khi dung lidu cudi cling. va khdng tich ty
trong ¢o thé.

Paracetamol duigc fién hgp véi acid glucuronic (khodng 60% ligu) va cdc ion sulfat (khoang 30% liéu). Chi
3 - 4% liéu dung bi oxy hda hdi cytochrom P - 450 thanb chat chuyén héa trung gian doc
N - acetylbenzoquinimin. Chat chuyén héa ndy nhanh chéng lién hgp véi glutathion va bai tigt qua nude tiéu
dudi dang mercapturan khong doc. Co ch& nay dé bi bdo hoa khi diing paracetamol liéu cao. Didu nay co
nghfa 1a sau khi dung qué liéu paracetamol, ngudn dy trit glutathion & gan c6 thé bi can kiét, gy ra sy tich tu
16n chat doc trong cd thé, c6 thé dan dén t& bao gan bi tdn thuong, hoai tir va suy gan cip tinh.

Paracetamol dugc dao thai 100% qua nudc tiéu, trong d6 khoang 5% & dang khdng ddi. Thi gian ban thi clia
paracetamol 1a 1 - 2,5 gid.

QUY CACH BONG GOX: Hop 10 vi x 5 vién, Hop 25 vix 10 vién,

Hp 1 chai x 100 vién, Chai 200 vién

HAN DUNG: 36 thang ké& tir ngay san xudt.

DIEU KIEN BAO QUAN: Noi kho, nhigt dg khdng qua 30°C, trénh dnh séng.

TIEU CHUAN: TCCS.

Cd s8 san xuit:

CONG TY CO PHAN DUGC HAU GIANG - Chi nhanh nha méy dugc phdm DHG tai Hau Giang
L6 B2 - B3, Khu cbng nghigp Tan Phl Tharh - giai doan 1, xa Tan Pha Thanh, huyén Chau Thanh A, tinh Hau Giang, Viét Nam

DT: (0293) 3953454 e Fax: (0293) 3953555

Moi thdc méc vé san pham,
xin vui ldng lién n
( ) 0292. 3899000]
E-mail: dhgpharma@dhgpharma.com.vn
www.dhgpharma.com.vn




