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1-Thanh phan
Mbi vién nén bao phim chira:
Hoat chét: Paracetamol 650 mg
T4 dwgc: Tinh bdt ngd, povidone K30, natri starch glycolat A, natri lauryl sulfat, magnesi stearat, hypromellose
2910, macrogol 400, propylen glycol, talc, titan dioxyd.
2-Cochéticddng :
Paracetamol, mdt din xuat para-aminophenol, cé tac dung ha s&t va gidm dau. Thudc khéng cé hiéu qua diéu
tri viém. Paracetamol lam giam dau bang cach lam tdng ngudng dau va ha nhiét thdng qua tac dong trén trung
tam didu nhiét & viing duéi ddi, khong géy kich (rng da day.
Paracetamol thudrng 1a thudc gidm dau hodc ha s6t dugc lya chon, d3c biét & ngudi gia va & bénh nhan khdng
duoc chi dinh dung salicylat hay cac thudc khang viém khéng steroid khac. Nhitng bénh nhan nay bao gom
nhitng ngudi macbénh hen, ngudi cé tién sirloét tiéu hda, vatré em.
3-Chidinh
Hasot.

tam-gidam cic condau tir nhe dén vira nhu dau dau va dau co thdng thudng, dau nhirc do cdm cim hay cam
lanh, daulwng, daurdng, dau do viém khép nhe va dau do hanh kinh.
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4-Liéu dung va cach dung

Ngudilén va tré em trén 12 tudi: uéng 1vién/lan, khodng cach giira cac lan udng thudc tir4 - 6 gid, khdng qua 6
vién/ ngay.

Tré em tir 6 d&n 12 tudi: udng % vién/lan, khoang cach giira cac lan udng thudc tir 4 - 6 gio, khdng qud 3 vién
/ngay.

5-Chdngchidinh

Quda man véi cacthanh phan cla thudc.

Bénh nhan thiéu hut glucose-6-phosphat dehydrogenase.

Bénh viém gan tién trién ndng, suy gannang.

6-Luwuyvathdntrong

Khéng dung véi cac thudc khac cé chira paracetamol.

Khéng duoc dung paracetamol dé diéu trj gidam dau qua 10 ngay & ngudi Ién hodc qua 5 ngay & tré em néu
khéng cé chidinh clia bacst.

Than trong khi str dung trén bénh nhan c6 chirc ndng gan hodc than bj suy yéu.

Than trong d8i véi nhirng bénh nhan cé tién sir thi€u mau.

Nén tranh hodc han ché uéng ruqu khi dung thudc vi requ cé thé lam tang doctinh clia paracetamol trén gan.
B&c si can canh bdo bénh nhan vé cic ddu hiéu clia phan &ng trén da nghiém trong nhu hdi chirng Steven-
Johnson (SJS), hoi chirng hoai tlr da nhiém déc (TEN) hay hdi chirng Lyell, hdi chirng ngoai ban myn mu toan
than captinh (AGEP).

Str dung trén phuy ni¥ ¢ thai: Chua xac dinh dugc tinh an toan cla paracetamol dung khi thai nghén lién quan
dén tac dung khdng mong mudn cé thé c6 déi vai thai nhi. Do vay, chi nén ding thudc nay cho phuy ni¥ mang
thaikhithat canthiét.

Sir dung trén phu ni¥ cho con bu: Khéng thdy cé tac dung khdng mong mudn & tré nhé bid me khi ngudi me
dung paracetamol, va vi th& thudc cé thé dung dugc trong thoi gian cho con bu.

Anh hwéng clia thudc 18n kha ning diéu khién tau xe va van hanh may moéc: Thudc khéng gay anh hudng bat
lgi d€n kha nang li xe va str dung may maoc.

7- Tac dyng khdng mong mudn

Tac dung phu thudng nhe va cé thé hdi phucsau khi nguwng dung thuéc.

It gdp: 1/1000< ADR < 1/100

Trén da: n6i man, ban d6 hay may day.

Daday-rudt: budn ndn, nén.

Huyét hoc: giam bach cau trung tinh, giam bach cdu, gidam toan thé huyét cau, thi€u mau.

Than: Bénh than, doctinh than khilam dung dai ngay.

Hiém géip: ADR < 1/1000

Phan (rng qua man.

Ngwng sir dung va héi y kié€n bac si néu: xuat hién ddu hiéu mdi bat thudng, céc triéu chirng khéng cai thién
sau 7 ngay hodc cé sét kem theo.

Théng béo cho bac si nhirng tac dung khéng mong mudn gip phai khisir dung thudc.

8- Twong tac cia thudc véi cac thudc khac va cac loai twong tac khéac

UBng dai ngay véi lidu cao paracetamol cé thé lam ting tac dung clia thudc chéng ddng méau nhu coumarin hay
dén xudt indandion.

Dung ddng thei paracetamol va phenothiazin c6 thé giy ha sét nghiém trong.

U8ng rrou qué nhidu va dai ngay c¢é thé lam tang nguy co gdy doc tinh clia paracetamol trén gan.

Nguy co gdy déc tinh clia paracetamol trén gan téng khi dung paracetamol liéu cao va kéo dai trong khi dang
dung cdc thuéc gdy cém tng enzym & microsom thé gan nhu isoniazid hodc thudc chéng co giat (gém
phenytoin, barbiturat, carbamazepin).

Thai trir clia paracetamol cé thé bj anh hudng va ndng dd paracetamol trong huyét twong cé thé thay déi khi
dung chung vdi probenecid.

Colestyramin lam gidm hdp thu paracetamol néu dugc dung trong vong 1 gi¢ trudc hodc sau khi udng
paracetamol.

9- Qua liéu va xir tri

Triéu chirng: Budn nén, ndn, dau bung va xanh xao thudng xuat hién trong gi&r dau. Qua liéu tir 10 g trd 1én
(150 mg/kg can nang & tré em) cé thé gdy hly hoai t& bao gan, dan dén hoai tlr gan hoan toan va khéng hoi
phuc; toan chuyén héa va bénh ndo cé thé dan d&n hon mé va chét. Ngoai ra, ndng dd aminotransferase va
bilirubin huyét twong tang, th&igian prothrombin kéo dai, cé thé xuat hién sau 12-48 gid.

Xur tri: Rira da day hodc cho uéng than hoat dé loai trir ngay thudc da udng. Tiém tinh mach hodc cho uéng N-
acetylcystein, thudc giai déc dédc hiéu cla paracetamol, hiéu qua nhat |a trwdc gio thir 10 sau khi dung qua
lidu.

10- Dang bao chéva déng géi

HOp 20 vix 6 vién nén bao phim; Hop 10 vix 6 vién nén bao phim; Hop 10 vix 10 vién nén bao phim.

Chaix 100 vién nén bao phim; Chaix 200 vién nén bao phim; Chaix 180 vién nén bao phim.

Chaix 500 vién nén bao phim.

11- Diéu kién bao quan: Pé noikhd rdo, tranh dnh sang, nhiét d6 khong qua 30°C.
12-Tiéu chuin chatlwgng: USP.
13- Han dung: 36 thang ké tir ngay san xuat.
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