BEXA TAM TAY TRE EM.

DOCKY HUONG DAN SIDUNG TRIC KNl DONG.

THANH PHAN:

Thanh phén dugc chit: Paracetamol 650 mg.

Thanh phén ta dugc: Sodium starch glycolate, maize starch, povidone K30, sodium lauryl sulfate,
talc, magnesium stearate, hydroxypropyl methyl cellulose 6eps, macrogel 400, propylene glycol,
titanium dioxide vira dd 1 vién.

DANG BAQ CHE: Vign nén dai bao phim, mau tring hoc trng nga, mét mét c6 vach ngang, mdt
mit trom).

CHi DINH DIEU TRI:

Pau c&p thhva man tinh nhu dau d4u, dau ring, dau bung kinh, dau than kinh, dau khép va dau c.
Ha st & bénh nhén bi cdm hay nhiing bénh c6 lién quan t6i s6t.

LIEU LUGNG VA CACH DONG:

Liéu lugng:

Nguor fon vé tré em tir 12 tud trélén: Udng 1vién mdi 4 dén 6 gid. Néu ¢ gidm dau nhic nhiéu ¢
thé diing 2 vién mdi Ién (t5i da 6 vién/24 gid).

Khéng ding qua 10 ngay d6i vdi nguii 16n va 5 ngéy ddi véi tré em ma khéng ¢ hudng dén clia thay
thubc. Khéng nén sit dung cling vdi cc thudc khc 6 chifa paracetamol. Khéng dugc ding qua lidu
chi dinh.

Céich diing: Thudc dung qua dubmg udng.

CHONG CHi DINH:

- Qua mén cim véi paracetamol hay vdi bdt of thanh phén ndo cla thuc.

- Ngudi bénh nhiéu ldn thiu méu hay c6 bénh tim, than hodc gan.

CANH BAO VA THAN TRONG KHI SIf DUNG:

-Bécsi cin cinh bdo bénh nhén vé cic ddu higu cla phan tng trén da nghiém trong nhur hi chiing
Stevens-Johnson (SJS), hdi chiing hoai tif da nhim ddc (TEN) hay h8i chiing Lyell, héi ching ngoai
ban myn md toan thén cip tinh (AGEP).

- Paracetamol tuong ddi khong dic vdi liéu diéu tr, tuy nhién d6i khi cling 6 nhitng phén ing
ngoai da nhu ban dit, s3n ngifa v méy day. Khi diing kéo dai vdi liéu 6n ¢6 thé gay gidm tifu ciu,
gidm bach cdu va gidm toan thé huyét ciu.

-Diing thiin trong cho ngudi ¢6 bénh thigu mau ti trudc, 1 chiing xanh tim c6 thé khdng bidu I3 rd,
miic ddu ¢6 nhitng ndng d5 cao nguy hiém clia methemoglobin trong mau.

- Nén tranh hogc han ché uding rugu trong théi gian diing thudc vi 6 thé lam ting dgc tinh trén gan.
- Thudic nén duge diing thén trong & nguidi suy chiic néng gan va than, cdn theo ddi chtic nang than
khi sit dung dai ngay hedic khi bj suy thén.

- Thudic chwia paracetamol liu cao khéng nén sit dung cho tré em dudi 7 tudi.

- Diing thufic thin trong cho ngudi bénh bi thigu hut Glucose- 6 - phosphat dehydrogenase.

- Khéing dugc sit dung thém cdc thuéc khéc ¢ chifa paracetamol trong thei gian diing thudc ¢&
tranh qud liéu.

-Phan ting phy nghiém trong trén da mdc dii 11 I& méc phai |a khéng cao nhung nghiém trong,
thim chi de doa tinh mang bao gom héi chiing Stevens-Jonhson (5JS), hgi chiing hoai tif da nhiém
#0c: toxic epidermal necrolysis (TEN) hay hdi chiing Lyell, hdi chiing ngoai ban mun md toan than
cdp thnh: acute generalized exanthematous pustulosis (AGEP).

Triéu chiing ciia cac hfi chiing néu trén duge md ta nhu sau:

-Hai chiing Stevens-Jonhson (SJS): Ia di iing thudc th& bong nudc, bong nude khu tri & quanh cac
hdctu nhién: mét, mili, miéng, tai, bd phan sinh duc v hju mén. Ngodi ra c6 th kém sét cao, viém
phdi, r8i loan chiéc nang gan than. Chén dodn hdi ching Stevens-Jonhson (SIS) khi ¢6 ft nhét 2 hiic
tynhién bj t3n thuang.

- Hoji ching hoai tif da nhiém ddc (TEN): Ia thé dj iing thudc ning nhit, gém:

+ Cdctén thuong a dang & da: ban dang séi, ban dang tinh héng nhigt, héng ban hodc cic bong
nuiéc bing nhiing, céc t8n thuong nhanh chéng lan ta khdp nqudi;

+ Tén thuong niém mac mét: viém gidc mac, viém két mac md, loét gi&c mac.

+ Ton thuong niém mac duimg tiéu héa: viém miéng, trgt niém mac miéng, loét hau, hong thuc
quan, da day, rudt;

+T6n thuong niém mac dudng sinh duc, tiét niéu.

+ Ngoai ra con ¢ cic trigu chiing toan thén trém tryng nhu sgt, xust huyét dung tiéu hda, viém
phdi, viém ciuthén, viém gan. ... tj I&tif vong cao 15-30%.

- Hgi chiing ngoai ban mun md toan than cp tinh (AGEP): mun mi v trdng nhd phét sinh trén nén
héng ban lan réng. T8n thuong thudmg xust hién & c&¢ nép gdp nhu ndch, ben va mit, sau d6 ¢6 thé
lan r§ng foan thén, Triéu ching toan thin thutng <6 [a s&t, xét nghiém méu bach cdu mui trung
tinh ting cao.

Khi phat hign nhiing dfu hiéu pht ban trén da ddu tién hodic bt ky ddu higu phan dng qui mén
no khc, bénh nhan cin phai ngiimg sit dung thudc. Ngui da timg bj cdc phdn tng trén da nghiém
trong do paracetamol géy ra thi khéing dugc ding thudc tr lai va khi dén khdm chita bénh cin phdi
thong bdo cho nhan vién y t& biét vé vin dé nay.

TRUONG HOP ¢6 THAI VA CHO CON BU:

Phu nit mang thai:

Chua x3c dinh dugc tinh an toan clia paracetamol diing khi thai nghén lién quan dén ADR 6 thé ¢
ddi vdi phat trién thai. Do d6, chi nén diing paracetamol & ngudi mang thai khi that cin.

Phu ni¥ cho con bii:

Nghién citu & ngudi me diing paracetamol sau khi 8& cho con b, khng théy <6 téc dung khéng
mong mudn nao &ré nhd bl me.

ANH HUONG COA THUGC LEN KHA NANG LAI XE, VAN HANH MAY MOC:

Thudc khdng gay dnh hudng gl cho ngudi Ii xe hodc van hanh méy méc.

TUONG TAC, TUONG KY V01 CAC THUGC KHAC VA CAC DANG TUONG TAC KHAC:

- Uing dai ngay liéu cao paracetamol 1am ting nhe téc dung chong ddng clia coumarin va dan chift
indandion.

- Cdn phéi chi § 46n kha ndng gy ha st nghiém trong & ngudi bénh diing 86ng thdi phenothiazin
va liéu phdp ha nhiét.

-Diing ciing liic v{i cholestyramin ¢ thé gdy gidm tc 9 hdp thu paracetamol,

-Diing ciing liic paracetamol véi dloramphenicol ¢ thé gy ting ndng d8 doramphenicol trong mdu.
-Thudc chéing co gidt (phenytoin, barbiturat, carbamazepin) c6 thé lam ting tinh ddc gan cia
paracatamol do ting chuyén héa thinh chc cht doe hai.

-Diing ding thdi isoniazid v{i paracetamol ciing ¢6 thé lam ting nquy c 8¢ hai gan.

TAC DUNG KHONG MONG MUGN:

-Ban dava nhiing phan tng dj tng khéc thinh thodng xdy ra. Thudng |3 ban 46 hodc may day, nhung
ddi khi niing hon v c6 thé kém theo s8t do thudc va thuang tén nidm mac. Ngudi banh man cim véi
salicylat higm man cdm vi paracetamol v nhiing thudc lign quan, Trong mét s it tning hop,
paracetamol @3 gdy gidm bach cdu trung tinh, gidm tiéu ciu va gidm toan thé huyét ciu, Cic tic
dung phu sdp x&p theo phan loai va tdn sudt dugc liét k& trong bang sau:

Phén loairdiloan| Thudng gip ltodp Hiém gdp
(21/100-<1/10) | (=1/1000- < 1/100) {=1/10000-<1/1000)
Da Ban
Da day, rut Budn ndn, ndn. Phén tng qué mén: Phd mach,
téc nguc, khé thé, dd bimg,
chodng phn vé.
Huyéthoc Loantaomau (gidm bach
cAu trung tinh, gidm toan
thé huyét cu, gidm bach
cu}, thiu méu.
Thin Bénh than, doc tinh than
khi lam dung dai ngay.
Khéc Phdn iing qué min

THONG BAO NGAY CHO BAC ST HOAC DUFGC STNHONG PHAN UN6 €0 HAI 6AP PHAI KHISU DUNG THUBC.
HUGNG DAN CACH X TRI ADR:

NEu xdy ra nhifng tac dung khdng meng mudn nghiém treng, phii ngiing diing paracetamol. V& diéu
tri, xin doc phin: “Qud liéw va cach xi tr”,

QUA LIEU VA CACH XI¥ TRE:

Qué lidu: Cic tridu chiing qué liéu paracetamol bao gm: Budn nén, ndn, chén an va dau bung, tim téi
do methemoglobin huyét dé xdy ra & tré em. Ngd ddc niing gy kdch thich hé thén kinh trung wong, kich
d9ng va mé sang, sau do tc ché than kinh trung uong siig s&, ha than nhiét, mét I3, this nhanh, mach
nhanh, huyét &p thap, suy tudn hoan. Tén thuong gan c6 thé biéu hién rd trong vong 2-4 ngay sau khi
uing thudc. Trang trudng hap ngd ddc tén thuwang gan ning, 6 thé dua 8&n suy gan va tif vong.
Céch i trl: Cin rifa da day trong mei trudng hop, tét nhét treng ving 4 gl sau khi udng thudc.
Ligu phép gidi doc chinh Ia diing nhitng hgp chit sulfhydryl, N-acetylcystein. Néu khong cé
N-acetylcystein, c6 thé diing methionin. Ngoai ra than hoat hojc thudc x5 mudi ciing ¢ kha ning lam
gidm hdp thu paracetamol.

DACTINH DUGCLYC HOC: M ATC: NG2B E01, Nném thufic: Thudcgim dau, hasét.

Paracetamol (acetaminophen hay N-acetyl-p-aminophenal) la chét chuyén héa c6 hoat tinh cia
phenacetin, [ thuic gidm dau ha sét hitu hidu ¢6 thé thay thé aspirin; tuy vy, khc vi aspirin,
paracetamol khong c6 hiéu qud diéu tri viém. V6i liu ngang nhau tfnh theo gam, paracetamel ¢ tic
dung gidm tlau va ha st tuong tu nhu aspirin. Paracetamol lim giam than nhigt & ngud! bénh sdt, nhung
hiém khi lam gidm than nhiét & ngudi binh thudng. Thugc tic dong én viing dudi d5i gy ha nhiét, ta
nhiét téng do gidn mach va tiing luu lugng mau ngoai bign. Vi liéu diéu tri, paracetamol it tc dong dén
h&tim machv2 hé hip, khting |3m thay 46i c3n bling acid - base, khdng gdy kich (g, loét hodc chy méu
da day nhu khi diing salicylat. Tac dung clia paracetamol trén hoat tinh cydocxygenase chua duc bist
day di. Vi lidu 1 g/ngéy, paracetamol 13 mit thudc dc ché cydooxygenase yéu, Tic dung (¢ ché ciia
paracetamol trén cyclooxygenase-1yéu. Paracetamol thuimg dugc chon 13m thusc gidm dau va ha st,
d3c biét & ngudi cao tui va & nquii ¢6 ching chi dinh diing salicylat hoic NSAID khic, nhu nguii bi hen,
6 tién sitloét da day t tring va tré em. Paracetamol khong 6 tdcdung trén suk&t tptiéu cSu hodc thi
gian chdy mau, V51 liéu diéu trj, paracetamol chuyén hoa chi yéu qua phn dng lién hgp sulfat va
glucuronid. Mgt lugng nhd thuing chuyén thanh mdt chét chuyénhéa dc, N-acetyl-p-benzoquinonimin
{NAPQI). NAPQI duigc khit ddc bing glutathion va B30 thi vao nutic tiéu v3/ hoic mat. Khi chét chuyén
héa khéing dugc lién hop véi glutathion sé gay ddc cho céc 1€ béo gan va gdy hoai tif t& bdo. Paracetamol
thuéng an toan khi diing véi liu digu tri, vi lugng NAPQI dugk tao thanh tuang di ft va glutathion tao
thanh trong t& bao gan dil lién hop it NAPQI. Tuy nhién, khi qua liéu hodic doi khi v liéu thubg diing &
mit s8 ngudi nhay cim (nhu suy dinh dugng, hoac tiang ticthudc, nghién nigu, co dia di truyén), néng
a0 NAPQI c6 thé tich luj gdy dc cho gan.

DACTINH DUUC DYNG HOC:

Paracetamol durgc hip thu nhanh chéng va gén nhur hoan toan qua dudng tiéu héa. Nong d dinh
trong huy#t tuong dat dugc trong vdng 30 d&n 60 phiit sau khi ubng vdi lidu di€u tri. Paracetamol
dugc phén b nhanh v déng déu trong phén [6n cicm clla co thé. Paracetamol lién két véi protein
huyét tuong thay @i tir 20-30%, ¢6 thé bj gidi han khi nhiém dgc c3p tinh. Sau liéu diéu tr,
90-100% lwgng thudc dugc bai tiét qua nudc ti€u chi yéu dudi dang lién hop trong gan.

QUI CACH BONG G0l

- Hop 10vIx10 vién (v nhdm-PV().

- Chai 500 vién (chai nhfa HDPE).

BAO QUAN: Nhiét b khang qud 30°C, trénh dnh sang.

HAN DONG: 36 théng k& tif ngay sin xust.

TIEU CHUKN: TCCS

NHA SAN XUAT: CONG TY TNHH DUGC PHAM BY PHARMA
Bla chi: 58 18, dudmg L& Thi Soc, Ap 2A, Xa Tan Thanh Ty, Huyén G Chi, Thanh phé HG Chi Minh, Viét Nam,
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