
RES ung pinuee ey 
DEXA TAM TAY TRE EM, 
BOCK? RUONG DAN Sd DUNG TRUOC KHI DONG. 

THANH PHAN: 
Thanh phan dugc chat: Paracetamol 650 mg. 

Thanh phan ta duge: Sodium starch glycolate, maize starch, povidone K30, sodium lauryl sulfate, 

talc, magnesium stearate, hydroxypropyl methyl cellulose 6cps, macrogel 400, propylene glycol, 

titanium dioxide vita di 1 vién. 

DANG BAO CHE: Vian nén dai bao phim, mau trang hodc trang nga, mét mat co vach ngang, mot 

mat tron). 

CHI DINH DIEU TRI: 
au c4p tinh va man tinh nhu dau d4u, dau rang, dau bung kinh, dau thén kinh, dau khép va dau co. 

Ha sét 6 bénh nhan bi cam hay nhitng bénh c6 lién quan téi sot. 

LIEU LUONG VA CACH DONG: 
Liéu lweng: 

Ngudl t6n va tré em tit 12 tudl tré:lén: Udng 1 vién ml 4 dén 6 gid. Néu c4n gidm dau nhdcnhiéu 6 

thé ding 2 vin moi lan (t6i da 6 vidn/24 gid). 
Khéng ding qua 10 ngay déi véi ngudi Idn va 5 ngay déi vai tré em ma khéng cé huéng dan cia thay 

thuéc. Khéng nén sit dung cling voi cdc thudc khéc 6 chita paracetamol. Khong dugc ding qua liéu 

chi dinh. 

C4ch ding: Thudc ding qua dudng udng, 

CHONG CHI BINH: 
~ Qué man cdm véi paracetamol hay voi bat cf thanh phan nao cia thudc. 
~ Nguéi bénh nhiéu lan thiéu mau hay cé bénh tim, than hodc gan. 

CANH BAO VA THAN TRONG KHI SU DUNG: 
-Bacsi can canh bao bénh nhan vé cdc dau hiéu cia phan tng trén da nghiém trong nhu hi ching 

Stevens-Johnson (SJS), héi ching hoai ti da nhiém 6c (TEN} hay héi chung Lyell, hdi ching ngoai 

ban mun mii toan than cp tinh (AGEP). 

-Paracetamol tuong déi khéng déc voi liéu digu tri, tuy nhién déi khi cling ¢6 nhiing phan ting 

Ngoai da nhu ban dat, sn ngifa va may day. Khi diing kéo dai vi liéu Ién c6 thé gay gidm tiéu cau, 

gidm bach cdu va gidm toan thé huyét cau, 
-Ding than trong cho ngudf cé bénh thiéu méu tirtruéc, vl cheing xanh tim cé thé khéng biéu I6 rd, 

mac dau c6 nhitng néng d6 cao nguy hiém cia methemoglobin trong mau. 

~ Nén tranh hodc han ché uéng rugu trong thé gian ding thudc vi cé thé lam tng d6ctinh én gan. 

-Thuécnén dugc ding than trong ¢ ngudi suy chic nang gan va than, cén theo dai chic nang than 

khi sit dung dai ngay hodc khi bj suy than. 

- Thuéc chifa paracetamol liéu cao khéng nén sit dung cho tré em dudi 7 tudi, 

- Ding thuéc than trong cho nguéi bénh bj thiéu hut Glucose- 6 - phosphat dehydrogenase. 

~ Khéng dugc six dung thém cdc thudc khdc c6 chita paracetamol trong thai gian ding thudc 4& 

tranh qué liéu. 

-Phan ting phy nghiém trong trén da mic dil ti 1é mac phai la khéng cao nhung nghiém trong, 

tham chide doa tinh mang bao gém hdi chiing Stevens-Jonhson (5JS), héi ching hoai td'da nhiém 

‘6c: toxic epidermal necrolysis (TEN) hay héi ching Lyell, hdi ching ngoai ban mun md toan than 

cap tinh: acute generalized exanthematous pustulosis (AGEP). 

Trigu ching cia cdc hi ching néu trén dugc mé ta nhu sau: 

Hi chiing Stevens-Jonhson (5JS): la di ting thudc thé bong nuéc, bong nude khu tri & quanh cdc 

hdctunhién: mat, mii, migng, tai, bd phan sinh duc va hau mén. Ngoai ra c6 thé kam s6t cao, viém 

phéi, réi loan chic nang gan than. Chén dodn héi ching StevensJonhson (5JS) khi cé ft nhat 2 hdc 

tunhién bj tén thuong, 
~ Hi chiing hoai térda nhiém dc (TEN): la thé dj ting thudc nang nhat, gém: 

+ Cac tén thutong da dang 4 da: ban dang séi, ban dang tinh héng nhiét, héng ban hoc céc bong 

nutéc bing nhiing, céc tén thyong nhanh chéng lan téa khdp ngudi; 

+ Tén thuiong niém mac mat: vim gidc mac, viém két mac mi, lnét gic mac. 

+ Tén thuong niém mac dung tiéu héa: viém miéng, trot niém mac miéng, loét hu, hong thuc 

quan, da day, rudt; 

+Tén thutong niém mac dudng sinh duc, tiét niéu. 

+ Ngoai ra cén 6 cdc trigu ching toan than tram trong nhu sét, xuat huyét dung tiéu héa, viém 

phéi, viém cdu than, viém gan. .. ty lé tirvong cao 15-30%, 

-H6i chitng ngoai ban mun md toan than cép tinh (AGEP): mun mii vé tring nhé phat sinh trén nén 

héng ban lan réng. Tén thong thudng xudt hién & cdc nép gdp nhw ndéch, ben va mat, sau d6 <6 thé 

lan réng toan than. Triéu chiing toan than thudng cé la sét, xét nghiém mau bach cau mui trung 

tinh tang cao. 

Khi phat hién nhiing déu hiéu phat ban trén da du tién hodc bat ky dau higu phan dng qué man 

nao khdc, bénh nhan can phai ngiing sit dung thudc. Nguéi da timg bi cdc phan ting trén da nghiém 

trong do paracetamol gay ra thi khong dugc diing thudc tré lai va khi dén khém chifa bénh can phai 

théng bao cho nhan vién y té biét vé van dé nay. 

TRUONG HOP C6 THAI VA CHO CON BO: 
Phu nif mang thal: 

Chua xdc dinh dugc tinh an toan cia paracetamol diing khi thai nghén lién quan dén ADR cé thé c6 

61 véi phat trién thai. Do 46, chi nén ding paracetamol & ngudi mang thai khi that can. 

Phu nif cho con bil: 

Nghién citu & ngudi me ding paracetamol sau khi dé cho con bd, khng thay ¢6 tac dung khéng 

Mong mudn nao 6 tré nhé bi me. 
ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC: 
Thudc khéng gay anh huéng gl cho nguti lai xe hodc van hanh may méc. 

TUONG TAC, TUONG KY Vl CAC THUOC KHAC VA CAC DANG TUGNG TAC KHAC: 
-Udng dai ngay liéu cao paracetamol lam tang nhe tac dung chéng dong cla coumarin va dan chat 

indandion. 

~ Gin phai chi ¥ dén kha nang gay ha sét nghiém trong & ngudi bénh ding d6ng thdi phenothiazin 

va ligu phap ha nhiét. 

-Dinng ciing hic véi cholestyramin o6 thé gay gidm téc d@ hap thu paracetamol. 

Ding cling lic paracetamol véi doramphenicol c6 thé gay ting néng 46 coramphenicol trong mau. 

~Thudc chéng co giat (phenytoin, barbiturat, carbamazepin) c6 thé lam tang tinh dc gan cla 

paracetamol do ting chuyén héa thanh cdc chat d6c hal. 

-Diing déng thai isoniazid vi paracetamol ciing cé thé lam tang nguy co déc hai gan. 

TAC DUNG KHONG MONG MUON: 
~Ban da va nhiing phan ting di ting khac thin thoang xay ra. Thutmng [a ban a6 hodc may day, nhung 

di khi nang hon va cé thé kem theo sét do thuéc va thuong tén niém mac. Ngudi bénh man cém v6i 

salicylat hiém man cém véi paracetamol va nhiing thudc lién quan, Trong mot sé ft truding hop, 

paracetamol da gay gidm bach cdu trung tinh, gidm tiéu cau va gidm toan thé huyét cau, Cac tac 

dung phu sap xép theo phan loai va tan suat du¢c liét ké trong bang sau: 

Phan loairéiloan| Thuéng gap ft gap Higm gap 

(2 1/100-< 1/10) | (2 1/1000 -- < 1/100) {= 1/10000-< 1/1000) 

Da Ban 

Da day, rust Buén nén, nén. Phan ting qué man: Phi mach, 

tiie nguc, khé thé, dé bitng, 

chong phan vé. 

Huyét hoc Loan tao mau (gidm bach 

cau trung tinh, giam toan 

thé huyét cdu, giam bach 

cu), thigu mau. 

Than Bénh than, d6c tinh than 
khi lam dung dai ngay. 

Khdc Phan ting qué man 

THONG BAO NGAY CHO BAC SI HOAC DUGC SI NHONG PHAN ONG CO HAI GAP PHAI KHISU DUNG THUGC. 

HUGNG DAN CACH XO TRI ADR: 
Néu xdy ra nhitng téc dung khong mong muén nghiém trong, phai ngiing ding paracetamol. Vé diéu 

tri, xin doc phan: “Qua liéu va cdch xt tr”, 

QUA LIEU VA CACH XO TRI: 
Qua liéu: Céctrigu ching qué liéu paracetamol bao g6m: Buén nén, nén, chdn an va dau bung, tim tai 

do methemoglobin huyét dé xay ra 6tré em. Ng6 déc nang gay Kich thfch hé than kinh trung wong, kich 

Ong va mé sang, sau d6 dic ché than kinh trung uong sitng sé, ha than nhiét, mét la, thé nhanh, mach 

nhanh, huyét 4p thap, suy tudn hoan. Ton thuong gan 6 thé biéu hién ré trong vong 2-4 ngay sau khi 
udng thuéc. Trong trudng hgp ng@ dic tén thuong gan nang, c6 thé dua dén suy gan va ti vong. 

C4ch xed trl: Can rita da day trong moi trutng hop, tét nhat trong vong 4 gid sau khi udng thud. 

Ligu phap giai déc chinh la ding nhiing hgp chat sulfhydryl, N-acetylcystein, Néu khong c6 

N-acetylcystein, c6 thé diing methionin, Ngoai ra than hoat hodc thuécxé mudi cing c6 kha ning lam 

gidm hdp thu paracetamol. 

DACTINH DUGC LUC HOC: Ma ATC: NO2B E01, Nhém thu6c: Thuéc gidm dau, ha sot. 
Paracetamol (acetaminophen hay N-acetyl-p-aminophenol) la chat chuyén héa c6 hoat tinh cia 

phenacetin, fa thuéc gidm dau ha sét hitu higu 6 thé thay thé aspirin; tuy vay, khac véi aspirin, 

paracetamol khéng c6 hiéu qua diéu tri viém. V6i liéu ngang nhau tinh theo gam, paracetamol cb tac 

dung gidm dau va ha sét tuong tunhuaspirin. Paracetamol [am giam than nhiét éngudi bénh sét, nhung 

hiém khi lam gidm than nhiét & nguéi binh thudng, Thudc tac dong lén ving duéi déi gay ha nhiét, ta 

nhiét tang do gidn mach va tang luu lugng mau ngoai bién. Véi liéu diéu tri, paracetamol it tac d6ng dén 

hé tim mach va hé hip, khéng lam thay d6i cdn bing acid - base, khéng gay kich ting, loét hoc chay mau 

da day nhu khi ding sallcylat. Tac dung cla paracetamol trén heat tinh cydooxygenase chua dugc biét 

day di. Voi liéu 1 g/ngay, paracetamol la mét thudc tic ché cydooxygenase yéu, Téc dung tc ché cila 

paracetamol trén cyclooxygenase-1 yéu. Paracetamol thuding dugc chon lam thuéc gidm dau va ha sdt, 

dic bigt 4 ngudi cao tu6i va & ngudi cé chéng chi dinh ding salicylat hoc NSAID khéc, nhu ngudf bj hen, 

G6 tién st loét da day té trang va tré em. Paracetamol khong c6 tc dung trén surkét tap tiéu c&u hodcthdi 

gian chay mau, Voi liéu diéu tri, paracetamol chuyén héa chi yéu qua phan ting lién hgp sulfat va 

glucuronid. Mét lung nhé thudng chuyén thanh mot chat chuyén héa dc, N-acetyl-p-benzoquinonimin 
(NAPQI). NAPQI dugc khit dc biing glutathion va dao thai vao nutic tiéu va/ hod mat. Khi chat chuyén 

héa khéng dugc lién hop v6i glutathion sé gay ddc cho cdc t€ bao gan va gay hoai tirté bao. Paracetamol 

thuding an toan khi ding vai liéu diéu tri, vi lugng NAPQI dugc tao thanh twang di it va glutathion tao 

thanh trong té bao gan dil ién hop vai NAPO). Tuy nhién, khi qua liéu hodc d6i khi voi liéu thudng ding & 

mét sé ngudi nhay cém (nhu‘suy dinh dung, hodc tung tac thudc, nghién rucu, co dia di truyén), néng 

6 NAPQI cé thé tich luy gay déc cho gan. 

BACTINH DUGCDONG HOC: 
Paracetamol dutgc hdp thu nhanh chéng va gan nhu hoan toan qua dudng tiéu héa. Néng a6 dinh 

trong huyét tung dat du¢c trong vong 30 dén 60 phat sau khi uéng véi liéu ¢iéu tri. Paracetamol 

dutgc phan bé nhanh va déng déu trong phén Ién cdc mé ciia co thé, Paracetamol lién két véi protein 

huyét tuong thay d6i tir 20-30%, c6 thé bi gigi han khi nhiém dc cp tinh, Sau liéu diéu tri, 
90-100% lugng thudc dugc bai tiét qua nudc tiéu cha yéu dudi dang lién hgp trong gan. 

QUI CACH BONG Gél: 

- Hop 10 vix10 vién (vi nhém-P¥C). 

~ Chai 500 vién (chai nhya HDPE). 

BAO QUAN: Nhiét 6 khng qué 30°C, tranh anh sang. 
HAN DONG: 36 thang ké ty ngay san xust. 
TIEU CHUAN: TCCS 

NHA SAN XUAT: CONG TY TNHH DUGC PHAM BY PHARMA 

Bla chi: S6 18, duting L8 Thi Soc, Ap 2A, X4 Tan Thanh Tay, Huyén Ci Chi, Thanh phd H6 Chf Minh, Viét Nam. 

Moi thdc mdc va thong tin chi tiét, xin lién hé sd dién thoi: 02822538854 

HDSD BY GESIC 650 22-A


