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1. THANH PHAN CONG THU'C THUOC

Mdi vién nén chira:

Thanh phén hoat chét: Acetaminophen (Paracetamol) 500 mg

Thanh p.lz.cfn ta dupe: Microcrystalline cellulose 112, Croscarmellose sodium, Hypromellose
606, Colloidal silicon dioxide, Magnesium stearate, Mannitol.

2. DANG BAO CHE CUA THUOC

Vién nén.

M0 ta dang bao ché: Vién nén hinh thuén dai, mau trﬁng, hai mit khum, canh va thanh vién lanh
lan.

3. CHI PINH

Paracetamol 1a mot thube giam dau nhe va ha sét, duoc khuyén céo trong diéu tri héu hét cdc
tinh trang dau va sot, bao g?)m dau dau (ké c'é dau nita dﬁu), dau rang, dau day than kinh, cam
lanh va cim, viém hong, dau lung, dau do thap khop va dau bung kinh.

4. CACH DUNG, LIEU DUNG

Lién dimg

Nguwoi [on, ngudi cao tudi v tré em trén 16 tuoi

Ubng 2 vién mdi 4 gid néu cdn. Khong udng qua 8 vién trong 24 gid. Khéng diing qud 3 ngay
khi khéng su tr vin ciia béc si.

Céc lidu khong nén dimg thudng xuyén hon mdi 4 gio va khéng nén ding qué 4 lidu trong 24
gia.

Tré em

Khéng khuyén khich sir dung cho tré em duéi 10 tudi.

Tré em tir 10 dén 15 tudi: 1 vién mdi 4 dén 6 git khi can thiét, tdi da 4 liéu trong 24 gi¢. Khéng
diing qué 3 ngay khi khéng cé su tir van ctia béc si.

Céc lidu khong nén dimg lap lai thuong xuyén hon sau mdi 4 dén 6 gitr va cling khéng nén ding
qua 4 lidu trong 24 gid.

Ciach ding

Ding dudng ubng.

5. CHONG CHI PINH

Ngudi bénh qui mén véi paracetamol.

Suy giam chrc nang gan, than.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC
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bdo bénh nhén vé cc ddu hiéu ctia phan img trén da nghiém trong nhu héi chimg
(SJS), hoi chimg hoal tir da nhiém doc (TEN) hay héi chimg Lyell, hdi chimng
{1 toan thén cap tinh (AGEP).

) i/ nghiém trong trén da mac du ti 1é méc phai la khong cac nhung nghiém trong,
doa tmh rnang bao gom h¢t chimng btcvm-]onhson (bJ‘S) h(?ﬂ ching hoal tr da

mi toan than cép tinh: acute generallzcd exanthemdtous lebtlllClSlS (AGEP)
Triéu chimg cta céc hoi chimg néu trén duge md ta nhu sau:

— Héi chimg Steven-Jonhson (5JS): 14 di mg thude thé bong nude, bong murde khu tria & quanh
cde héc t nhién: mat miii, miéng, tai, bd phén sinh duc va hiu mén. Ngodi ra co thé kem st
cao, viém phdi, roi loan cerc ning gan than. Chin dodn hdi chimg Steven-Jonhson (SJS) khi
¢d it nhét 2 hée tw nhién bi tén thuong,
—Hdi Lhung hoai tir da nhiém dde (TEN): 1a thé di (mg thude u.:mg nhit, gom
+Céc ton thwong da dang & da ban dang sdi, ban dang tinh hong nhiét, hdng ban hodc céc
bong nude biing nhing, cic ton thwong nhanh chong lan toa khip ngudi;

+ THn thuong niém mac mdt: viém gidc mac, viém két mac mu, loét pide mac.

+ Tén thwong niém mac dudmg tiéu héa: viém miéng, trot niém mac miéng, loét héu, hong
thure quan, da day, rudt;

+ Tdn thueng niém mac dudmg sinh duc, tiét niéu.

+Ngoai ra con ¢b cde tridu chimg toan thén trdm trong nhu sot, xudt huyét duong tiéu hoa,
viém phéi, viém cAu than, viém gan... ty l¢ tir vong cao 15-30%.

—~ Hoi chung ngoai ban mun mu toan than cap tinh (AGEP): mun mu vo tring nho phat sinh
trén nén hong ban lan rong. Tén thuong thudng xudt hign & cic nep gap nhu nach, ben va
mat, sau do cd thé lan réng toan than. Triéu chimg toan thin thudmg cd 1a sot, xét nghiém mdu
bach cdu mai trung tinh ting cao.

Khi phét hién nhing ddl.l hiéu phat ban trén da dau tién hodc bét ky ddu hiéu phan Gmg qui man
nao khac, bénh nhin cin phai ngimg sir dyng thube. Ngudi da timng bi céc phén ung trén da
nghiém trong do paracetamol gdy ra thi khong duge dung thudc trd lai va khi dén kham chita
bénh can phai thong bdo cho nhin vién y te bict vé van dé nay.

Paracetamol tuong dbi khong doc vai lidu diéu tri va khi diing duéi su hudng d&n cia thiy thude.
Tuy nhién, ding qua lidu paracetamol la nguyén nhan chinh gay suy gan cap Dung nhiéu ché
phim chia paracetamol ddng thoi ¢o thé din dén hau qua co hai (nhu qua liéu paracetamol).

Khéng duoc diung paraceta.mol dé ty diéu tri giam dau qua 10 ngay & nguoi 16n hodce qua 5 ngay
& tré em, trir khi do thay thuoc huéng din, vi dau nhleu va kéo dai nhu vay ¢ thé 1a d4u hiéu
cua mét tinh trang bénh 1y cdn duge chén dodn va didu tri cé giam sat bai thay thudc.

Khéng dung paracetamol cho ngudi lon va tre em dé tur didu tri sbt cao (trén 39,5 °C), sot kéo
dai trén 3 ngay, hodc sot tai phat, trir khi do thay thude hudng din, vi sbt nhu vy co thé 1a dau
hidu ctia mdt bénh ning cin duge thiy thudc chin dodn nhanh chéng.

Béc si cin canh bdo bénh nhan vé cac dau higu cta phén Umg trén da nghiém trong nhu hoi
chimg Stevens-Johnson (SJS), héi chimg hoai tir da nhiém dgc (TEN), hdi chimg ngoai ban mun
mu toan than cp tinh (AGEP: Acute generalized exanthematous), hdi ching Lyell, tuy hiém
nhung dé xay ra vol paracetamol, thuong kchdng phu thude vao tac dung cua céc thude khac. Céc
thube gidm dau va ha s6t khac (nhu NSAID) ¢6 thé giy cac phan tng trong tw, nhung khéng
phai do man cam chéo vdi paracetamol.

Phai thén trong khi ding paracetamol cho ngudi bi suy gan, suy thdn, ngudi nghién ruou, suy
dinh dudng man tinh hodc bi mét nuwde, Tranh ding liéu cao, ding kéo dai va ding theo dudmg
tinh mach cho nguoi bi suy gan.
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aracetamol than trong & ngudi bénh ¢6 thiéu méu tir trude, vi ching xanh tim cé thé
m‘* THkhimg bﬂm 16 r3, mac dit ndng dd cao & mirc nguy hiém ctia methemoglobin trong mau.

UL() ;‘&fﬁ%ﬁﬁ% {lj,ng 6] nhl.mg bénh nhan bi thiéu glutathione vi viée st dung paracetamol co thé lam
o nhiém toan chuyén héa
\.

mc_m.

Whicu ruou co thé gdy ting ddc tinh véi gan cua paracetamol, nén tranh hodce han ché uﬁng

7. SU DUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU
Thaoi ky mang thai

Céc nghién ciru dich t& hoc vé thai ky & nguoi khong cho théy tac dung phu nao do paracetamol
du’crc st dung theo liéu luong khuyén céo, nhu‘ng bénh nhén nén tudn theo o1 khuyén cua bac si
vé viée str dung thude. Mot lugng Iém dit liéu vé phu nit mang thai cho théy khéng co dée tinh
gdy di tat, cling nhr ddc tinh d6i voi thai nhi/tré so sinh. Céc nghién ciru dich t& hoc v& sy phat
trién thén kinh & tré em tiép xiic véi paracetamol trong tr cung cho thdy két qua khong 15 rang.

Paracetamol ¢é thé duoe sit dung trong thai ky néu can thiet vé mit lam sang, tuy nhién, nén str
dung & lidu thip nht c6 hiéu qua trong thoi gian ngdn nhat c6 thé va & tAn sudt thdp nhét co thé.

Thoi ky cho con b

Paracetamol dugce bai tidt vio sita me nhung khong phai véi lugng dang ké vé mat lam sang.
Dir liéu d3 céng bd ¢6 san khong chong chi dinh cho con bi.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Khéng anh hudng 1én kha niing lai xe, viin hanh miy moc

9. TUONG TAC, TUONG KY CUA THUOC
Twong tac thude

Cén thén trong khi phéi hop véi cac thubc gy cam g enzym gan P4302E1 (nhom barbiturat,
isoniazid, thude uong chéng déng mau, zidovudin, amoxicilin + acid clavulanic, carbamazepin
va rugu): vi cac thude nay giy cam Umg enzym gan, lam ting chuyén héa cia paracetamol thanh
chét chuyén hoa N-acetyl-p-benzoquinone imine (NAPQI), tang dc tinh cho t€ bao gan.

Thube udng chdng dong man: Udng dai ngay lidu cao paracetamol (4 g/ngady va it nhét 4 ngay)
lam tang nhe tic dung chong dong cha co umarin va dan chdt indandion. Di liéu nghién clru con
méu thuan nhau va con nghi ngo vé firong tac ndy, nén paracetamol duge wa dimg hon salicylat
khi cAn gidm dau nhe hodc ha sdt cho nguai bénh dang duing coumarin hogic dAn chit indandion.
Cén phai cha ¥ dén kha niang giy ha than nhiét nghiém trong & ngudi bénh ding dong thoi
phenothiazin va liéu phap ha nhiét (nhu paracetamol).

Probenecid c6 thé lam gidm thanh thai paracetamol gan 2 14n do tic ché qud trinh lién hop
paracetamol véi acid glucuronic. Vi véy, cin cén nhéc gidm liéu paracetamol khi phéi hop cting
voi probenecid.

Ubng rirou qua nhiéu va dai ngay c6 thé lam ting nguy co gy ddc cho gan clia paracetamol.

Thude chdng co giat (gdm phenytoin, barbiturat, carbamazepin) giy cam Ung enzym ©
microsom gan, cd thé lam ting tinh doc hai gan ca paracetamol do ting chuyé &n héa thude thanh
nhimg chét ddc hai vt gan.

Téc d6 hip thu paracetamol ¢ thé ting 1én do metoclopramide hodc domperidone va hép thu
giam do cholestyramine.
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thgng khi dung paracetamol dbng thoi voi flucloxacillin vi viée ding dong thoi ¢o lién
2 Tmum[de m toan chuyén hoa cé khoang tréng anion cao, dic bigt & nhimg bénh nhin ¢d céc
E| Dtrgéwﬁmgqﬁc 0.

L

10. TAC DUNG KHONG MONG MUON CUA THUOC
Tic dung khéng mong muon (ADR)

Tén suit téc dung khéng mong mudn wde tinh duge phan loai theo quy udc sau déy: Ihlrcmg
gdp (= 1/100, < 1/10); it giép (= 1/1.000, < 1/100); hiém gip (= 1/10.000, < 1/1.000); rat hiém
gip (< 1/10.000), chua biét (khéng ude tinh duge tir dit liéu san cb).

Paracetamol

Phan tmg da nghiém trong nhw héi chimg Stevens-Johnson, hdi chimg Lyell, hoai fir bidu bi
nh1ém déc, myn mu ban do todn than cap tuy l'llf:[Il xdy ra, nhung co kha ning gdy tir vong. Néu
thdy xudt hién ban hodc cdc biéu hién khac vé da. phai ngimg ding thube va thiim kham thay
thudc.

Ban da va nhiing phan tng di tmg khac gbm phu thanh quan, phu mach thinh thoang xay ra.
Thuong la ban @6 hodic may day, nhung ddi khi ning hom va c6 thé kém theo sdt do thude va
thuong ton niém mac. Néu thiy sot, bong nuée quanh cic hée tu nhién, nén nghi ( @én hoi chimg
Stevens-Johnson, phai nglmg thuoc ngay. Qua lidu paracetamnl c6 thé dén dén ton thuong gan
nang va doi khi hogi ttr Ong than cép. Ngudi bénh mén cam voi salicylat hiém khi man cam véi
pa.racetamol va nhirmg thudc ¢6 lién quan. Trong mot sb it tru-:mg hop riéng l¢, paracetamol da
gdy gidm bach cdu trung tinh, giam tiéu cAu va g1am toan thé huyét ciu, dic biét khi ding kéo
dai cic lidu 16n. Hiém gap mét bach cdu hat & ngudi bénh ding paracetamol.

It gap

Da: ban.

Da day - rudt: budn nén, ndn.

Huyét hoc: ri loan tao méu (giam bach cAu trung tinh, gidm toan thé huyét ciu, giam bach céu),
thiéu mau.

Thén: bénh thin, doc tinh than khi lam dung dai ngay.

TKTW: co giat.

Tim mach: loan nhip.

Tiéu héa: viem rudt két hoai tir.

Hiém gdp

Da: hoi chimg Stevens-Johnson, hoai tit biéu bi nhiém ddc, hdi chimg Lyell, mun mi ngoai ban
toan than cap tinh.

Khdc: phan img qua méan.

Huwémg din cdch xir tri ADR

Néu xay ra ADR nghiém trong, phai ngimg ding paracetamol. V& didu tri, xin doc phin: “Qua
liéu va cach xir tri".

Khuyén cdo: Céc thdy thudc néu ké don cac ¢hé pham pncu hop chira palacetamol thi Lhe phim
nay chi chira bing hodc it hon 325 mg paracetamol. Tuy liéu 2 vién vin c6 thé ké don, néu thich



https://trungtamthuoc.com/

trong truong hop nay, téng liéu paracetamol < 650 mg va phai luén nho dén lidu cla
phéi hop.

gay cho bdc sT hodc dugc si khi gdp cdc tde dung khéng mong mudn nhue trén khi
oc hoac bao Lat‘J cde phan ttng cé haz cua thube vé Trung tdm Thong tin thude va

11. QUA LIEU VA CACH XU TRI

Tri¢u ching: Nhiém ddc paracetamol cd thc do ding mot lidu doe duy nhit, hogc do uong ldp
lai liéu lém paracetamol (vi dy, 7.5-10 ¢ mbi ngay, trong 1 - 2 ngay} hodc do udng thude dai
ngdy, ddc biét trén nén nguoi bénh 1a ngudi cao tudi, tré em, co suy giam chic ndng gan, nghién
rugu, suy dinh dudng hodc st dung dong thoi cac chat gély cam (ng enzym gan. Hoai tir gan
phu thude lidu la tac dung dde cap tinh nghiém trong nhit do qua liéu va co thé gay tir vong.

Budn nén, nén va dau bung thucmg xay ra trong vong 2 - 3 gio sau khi udng liéu dde cla thude.
Methemoglobm mau, dn dén chimg xanh tim da, niém mac va mong tay la mot déu hiéu dac
trung nhiém ddc cap tinh din chét p-aminophenol; mdt lugng nho sulfhemoglobin cling ¢6 the
dugc san sinh. Tré em cé khuynh huéng tao methemoglobin d& hon nguoi lon sau khi ubng
paracetamol. Khi bi ngd doc nang, ban déu cé thé cé kich thich hé TKTW, kich déng va mé
sdng. Tlep theo 6 thé la irc ché hé TKTW: sting s0, ha than nhiét, mét |4, thé nhanh, nong; mach
nhanh, yéu, khong déu, huy&:t ap thép va suy tudn hoan. Truy mach do giam oxy huyet tuong
dm va do tac dung e ché trung tAm, tic dung ndy chi xay ra vdi lidu rét 1én. Sbe c6 thé xay ra
néu gidn mach nhidu. Con co gidt nghet tho gdy tir vong cd thé xay ra. Thuong hén mé xay ra
trrde khi chét dot ngdt hodic sau vai ngay hén mé.

Diiu hiéu ldm sang thuong ton gan trdr nén 1 rét trong vong 2 - 4 ngay sau khi uﬁng liéu doc.
Aminotransferase huyét tuong téng (doi khi ting rét cao) va ndng do bilirubin trong huyét tuong
cling co thé ting; thém nita, khi ton thuong gan lan rong, thoi gian prothrombm s€ kéo dai. Co
thé 10 % ngu&n bénh bi ngd doc khong duge didu tri dac hiéu da cd ton thwong gan nghlem
trong; trong s0 d6 10-20 % cubi cuing chét vi suy gan. Suy thén cAp cling xay ra & mot s ngudi
bénh. Sinh thiét gan phét hién hoai trung tAm tiéu thuy trir vimg quanh tinh mach ctra. O
nhitng trudng hop khong tir vong, thuong tén gan phuc hdi sau nhi¢u tudn hodc nhiéu théng.

Xir tri: Chan doan som rat quan trong trong dléu tri qua lidu paracetamol. C6 nhimg phuong
phép xac dinh nhanh néng d6 ‘Lhuoc trong huyét tuong. Tuy vdy, khéng duge tri hoén didu tri
trong khi cho két qua xét nghlem néu bénh st goi ¥ 14 qui lidu nang. Khi nhidm dde nang, didu
quan trong la phai dleu tri hd tro tich cue. Cin rira da day trong moi truomg hop, tot nhit trong
vong 4 giér sau khi uéng.

[Liéu phap gidi ddc chinh la ding nhiing hop chét sulthydryl, co I& tac dong mét phan do b sung
du triv glutathlon & gan. N-acetylcystein co tac dung khi uong hodc tiém tinh mach. Phai ding
thude giai ddc ngay lap tic, cang sém cang t4t néu chua dén 36 gior ké tir khi ung paracetamol

D1eu tri v6i N-acetyleystein c6 hi€u qua hon khi cho thuéc trong théi gian dudi 10 gid sau khi
ubng paracetamol. Khi cho ubng, hoa lodng dung dich N-acetylcystem Vo1l nude hode do udng
khong c6 rugu dé dat dung dich 5 % va phai uong trong vong 1 gi¢ sau kln pha. Cho ubng N-
acetyleystein vai lidu dAu tién 12 140 mg/kg, sau d6 cho tiép 17 liéu nita, mdi liéu 70 mg/kg cach
nhau 4 gi® mdt 1an. Cham dat diéu tri néu xét nghidém paracetamol trong huyét twomg cho thdy
nguy co ddc hai gan thip.

Ciing ¢6 thé diing N-acetylcystein theo dudmg tinh mach: Lidu ban dAu 1a 150 me/ke, pha trong
200 ml glucose 5 %, tiém tinh mach trong 15 phut; sau do truyén finh mach lidu 50 mg/kg trong
500 ml glucose 5 % trong 4 gity; tiép theo la 100 mg/kg trong | lit dung dich trong vong 16 gio
tiép theo. Néu khong c6 dung dich glucose 5 % thi c6 thé ding dung dich natri clorid 0,9 %.
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4] ;&Fjﬁ%ﬁl‘?} cetylcystein gdm ban da (gom ca may day, khong yéu cdu phai ngumg thude), budn

&) chay va phan (g kiéu phan vé.

= ot HOR:
N-acetyleystein, cé thé dimg methionin. Néu di dung than hoat truée khi ding
i phai hat than hoat ra khoi da day trude.

paracetamol

12. PAC TINH DUQC LU'C HQC
Nhém duge 1§; Thude giam dau va ha sot.
Ma ATC: NO2BESI

Paracetamol (acetaminophen hay N-acetyl-p-aminophenol) la chit chuyén héa cé hoat tinh cia
phenacetin, 1a thudc gidm dau, ha st hitu higu c6 thé thay thé aspirin; tuy vdy, khéc véi aspirin,
paracetamol khéng c6 hiéu qua diéu trj viém. V&i lidu ngang nhau tinh theo gam, thude ¢o tdc
dung giam dau va ha sbt twong tu nhir aspirin. Paracetamol lam gidm thén nhigt ¢ nguol bénh
sot, nhung hiém khi lam gidm than nhiét & nguoi binh thudmg. Thube tac dong 1én ving dudi
ddi giy ha nhiét, toa nhiét ting do giin mach va ting luu lwgng méu ngoai bién.

Vi lidu didu tri, paracetamol {t tic déng dén hé tim mach va hd hap, khong lam thay ddi can
bang acid-base, khdng gdy kich tmg, loét hodc chay mau da day nhu khi ding salicylat. Tuy
nhién, & lieu gdy doc, paracetamol co the gly suy tudn hoan.

Téc dung cla paracetamol trén hoat tinh cyclooxygenase chura duoe biét d%y di. Vi liéu 1
g/ngay, paracetamol 1a mot thude tre ché cyclooxygenase yéu. Téc dyung (rc ché cia paracetamol

frén cyclooxygenase-1 yéu. Thude khéng cd tic dung trén sy két tép tiéu cu hodc thoi gian chiy
mau.

Paracetamol'thufmg dugce chon lam thudc giam dau va ha sot, dic biét & ngudi cao tudi va o
ngudi co chdng chi dinh dung salicylat hodc NSAID khac, nhu ngudi bi hen, ¢o ticén su loét da
day ta trang va tré em.

13. PAC TINH DUQC DONG HQC

Hip thu: Paracetamol dugc hép thu nhanh v hau nhir hoan toan qua dudmg tiéu hoa. Thic dn
¢6 thé 1am chadm hip thu khi sir dung vién nén paracetamol giai phong kéo dai. Khi ubng 500
mg vién nén thudng hode 650 mg vién nén giai phong kéo dai, nong d6 trung binh trong huyét
trong ciia paracetamol twong Gng 14 2,1 microgam/ml tai thot diém 6 gidr hodc 1,8 microgam/ml
tai thoi diém 8 gio. Nong @) dinh trong huyét twong dat trong vong 10 - 60 phat doi véi vien
nén thudmg va 60 - 120 phit d8i v6i vién nén gidi phong kéo dai sau khi udng voi licu dicu tri.
DPéi voi thude dan paracetamol, thoi gian dat ndng d6 dinh bi kéo dai hon so voi duong ubng.

Sau khi tiém tinh mach paracetamol don liéu 500 mg, 650 mg hoidc 1 g, duge ddng hoc cia thude
ty 12 thudn vé6i lidu dimg, néng d dinh paracetamol dat duge sau 15 phut truyén tinh mach, cao
hon 70 % so voi ndng @6 dinh dat duge khi sir dung duong ubng, Tuy nhién, gia tri AUC cua
paracetamol thu duoc tuong tu khi sir dung dudng tinh mach hodic dudng udng.
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T@hmvho\.@ acetamol phédn bo nhanh va ddng déu trong phan &n cde mb cua co the. Thude qua

=| pudweeathaythai va duge phin bo vao slra me v6i luong nho sau khi udng. Khodng 10 — 25 %
";\Ul'lEﬁﬁﬁﬂ rong mau két hop voi protein huyét twong.

N ;ﬁu?& a: Paracetamol dwoc chuyén hoa chu yéu & gan qua hai con duong chinh: lién hop
G e glucuronic, acid sulfuric va mot lugng nho (dudi 4 %) duge chuyén héa qua cytochrom
P4502E1 thanh chét chuyén hoa N-acetyl-p-benzoquinonimin (NAPQI), mt chat chuyén héa
¢6 doe tinh cao. NAPQI duge khtr doe bang glutathion va dao thai vao nude tidu va/hodc mat.

Khi chit chuyén héa khong duge lién hop voi glutathion s& gay doc cho cac té bao gan va gly
hoai tir t& bao.

Ps}racetamol thuong an toan khi dimg voi liéu didu tri, vi lugng NAPQI dugc tao thanh tuong
@bi it va glutathion tao thanh trong (€ bao gan du lién hop vél NAPQI. Tuy nhién, khi qua liéu
ho#ic doi khi véi liéu thuong ding & mot 50 nguoi nhay cam (nhu suy dinh dudng, hodc tuong
tae thude, nghién nrgu, co dia di truyén), ndng dé NAPQI c6 thé tich lity gdy dc cho gan.

Thai trix: Nita doi huyét tuong cia paracetamol 12 1,25 - 3 gidy, ¢6 thé kéo dai voi lidu giy doc
hoiic & ngudi bénh co thuong ton gan. Khi sit dyng tiém tinh mach don lidu 15 mg/kg & tré em
hodc 1 g & nguoi 16n, nira dii huyét tuong ciia thudc trén nguoi lom 1a 2,4 gid; trén tré em hodc
thanh thiéu nién 12 2,9 - 3 gid; tré nho la 4,2 gidr va tré so sinh 12 7 gicr.

Khoang 85 % liéu paracetamol dugc thai trit qua nurée tiéu chu yéu dudi dang lién hop v acid
glucuronic, mot luong nhé lién hop véi acid sulfuric va dang khong bién doi (< 5 %). Trén bénh
nhén suy giam chirc ndng thin mirc d6 nang (Cle < 10 ml/phtt) ¢6 thé dan dén tang tich Ity
paracetamol va cac chit chuyén héa. Tré nho it kha nang glucuronic lién hop v6i thude hon so
vél nguot lén.

Duge dijng hoce trén cic dbi twomg dic biét:

Paracetamol

Suy gan

Thsi gian bén théi trong huyét tuong hiu nhu khong thay doi & nhitng bénh nhan suy gan nhe.
Tuy nhién, & nhimmg bénh nhin suy gan ning, thi thoi gian nay kéo dai hon déng ke.

Trong cac nghién ctu ldm sang dugce thye hién vGi paracetamol dudmg ubng, ndng thube
trong huyét tuong va thoi gian ban thai kéo dai hon & bénh nhén méc bénh gan mén tinh, ké ca
& bénh nhan xo gan do rugu, didu do cho thiy su chuyén héa clia paracetamol bi suy gidm. Tuy
nhién khong quan st thiy o su suy giam déng ké nong d6 paracetamol. Thoi gian ban thai
trong huyét twong clia paracetamol ting lén khi suy gidm chirc nang gan. Do dd, nén than trong
khi dung paracetamol cho bénh nhén bi bénh gan, liéu paracetamol tdi da hang ngay & nguoi 16n
1a 2 g. Chéng chi dinh paracetamol & nhimg bénh nhan xo gan mAt bu, diic biét 1a do udng qud
nhidu ruou (do cam tmg CYP21E, dan dén ting hinh thanh cdc chét chuyén héa doe v6i gan cua
paracetamol).

Suy thdn

Trong trudng hop suy thn ning (4 thanh thai creatinin 10-30 ml/phut) khi str dung paracetamol
don thanh phan, 1am chim sy thai trir paracetamol, thoi gian ban thai tir 2 dén 5.3 gio. Téc d6
thai trir c4c chét chuyén héa dang lién hep glucuronid va sulfo & bénh nhan suy than nang chdm
hon 3 14n so véi & ngudi khoe manh. Tuy nhién, ¢ nhimg ddi twgng nay, khong can hiéu chinh
lidu khi str dung paracetamol don thanh phén vi céc chit chuyén héa dang lién hop glucuronid
va sulfo khéng c6 ddc tinh. Tuy nhién, nén kéo dai khoang céch toi thiéu gitta cdc lidu khi st
dung paracetamol & bénh nhén suy thin ning (d6 thanh thai creatinin < 50 ml/phut)

Chéng chi dinh sir dung thube & bénh nhn suy thén néng (d6 thanh thai creatinin <30 ml/phit).
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14. QUY CACH DPONG GOI

- Hoép 3 vi Alw/PVC x 10 vién, kém to hudng dan su dung.

- Hop 6 vi Alw/PVC x 10 vién, kém to huéng dan st dung.

- Hop 10 vi Alw/PVC x 10 vién, kém t& hudng dén sir dung.

{5. PIEU KIEN BAO QUAN, HAN DUNG VA TIEU CHUAN CHAT LUQNG CUA
THUOC

Diéu kién bao quan: Pé & noi khd rdo, tranh anh sang, nhiét d6 khong qua 30 °C.

Han dung: 24 thang ké tir ngdy sin xudt

Tiéu chuén chét hrong: DDVN

16. TEN, PIA CHI CUA €O SO SAN XUAT THUOC
Céng ty TNHH MTV Duge pham LA TERRE FRANCE

L& B3-1, goc dudmg D4-N1, khu cdng nghiép Huu Thanh, Xa Hyu Thanh, Huyén Bitc Hoa,
Tinh Long An, Viét Nam.



