Glotadal'iso

Paracetamol
Thudc bot dé€ udng
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1-Thanh phan

Paracetamol 150 mg

2-M06 td san pham

GLOTADOL® 150 dugc cung cap dudi dang bét pha hén dich dung dé uéng. Thudc c6 dang bot mau hdng, c6 mui dau,
phén tan trong nuéc dé udng.

GLOTADOL® 150 chi¥a paracetamol, 4'-hydroxyacetanilid, c6 dang bét két tinh mau tring, khéng mui, vi hoi dng, 1a mot
thudc ha s8t, giam dau non-opiat, non-salicylat. Paracetamol c6 cong thirc cau tao dui day:
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Cong thirc phén tirla C,H,NO, va phan tirlvgng 151,16.

Thudc con bao gdm cac té dugc sau: Dudng tréng, manitol, cellulose vi tinh thé va carboxymethylcellulose natri,
sucralose, Allurared (FD & Cred 40), bt mui dau.

3-Cochétacddng

Paracetamol, mdt dan xudt para-aminophenol, cé tac dung ha s&t va giam dau. Thudc khéng cé hiéu qua diéu trj viém.
Paracetamol lam gidm dau bang cach lam téng ngudng dau va ha nhiét thong qua tac dong trén trung tdm diéu nhiét &
vung duéi ddi, khéng gay kich (rng da day.

Paracetamol thudng 13 thudc gidm dau hoic ha sét duoc Iwa chon, dic biét & ngudi gia va & bénh nhan khéng duoc chi
dinh dung salicylat hay cac thu@c khang viém khéng steroid khac. Nhitng bénh nhan nay bao gdm nhitng ngudi mic
bénh hen, ngudicé tién sir loét tiéu hda, va tré em.

4-Chidinh

Ha s6t va gidm cac con dau do cdm cim hay cam lanh thong thudng, dau diu, dau hong, moc ring, tiém ngira, cit
amidan.

5-Lidu dung va cich dung

Tré nho 1-3 thang tudi: dung mét ligu don 20 mg/kg, sau d6 udng lidu 15-20 mg/kg cach méi 6-8 gi&y néu can, lidu t8i da
60mg/kg/ngay.

Tré 1én hon: udng ligu 20 mg/kg cach mdi 6-8 gidy, lidu t6i da 90 mg/kg/ngay trong 48 gir hodc Iau hon néu can thiét, sau
dédungligu 15 mg/kg mbi 6 gid.

Chotoan bd lugng bot thudc ctia mdi gbi vao 5 ml nwdc, khudy deu trwéc khiudng.

6-Chdng chidinh

Qué man véi cac thanh phin clia thudc.

Bénh nhan thiéu hyt glucose-6-phosphat dehydrogenase.

Bénh viém gan tién trién nidng, suy gan ndng.

7-Llruyvathéantrong

Khdng dung véi céc thubc khéc cé chira paracetamol.

Khdng duoc dung paracetamol dé digu trj gidm dau qua 10 ngay & ngudi In hodic qua 5 ngay & tré em néu khdng c6 chi
dinh cliabacsi.

Than trong khi s&r dung trén bénh nhan cé chircndng gan hodc than bjsuy yéu.

Than trong d8i v&i nhitng bénh nhén cé tién sirthi€u mau.

Bac sican canh bdo bénh nhan vé cc ddu hiéu ca phan trng trén da nghiém trong nhu héi chirng Steven-Jonhson (SJS),
hoi chitng hoai tir da nhiém doc (TEN) hay hdi chirng Lyell, hdi chirng ngoai ban myun mt toan than cp tinh (AGEP).

Str dung trén phu nir ¢é thai va cho con bi: Paracetamol dugc xem I thudc gidm dau dugc la chon cho bénh nhan ¢6
thai: Tuy nhién, viéc st dung thudng xuyén paracetamol trong giai doan cudi thai ky c6 thé lam téng nguy co gay therkho
khe & tré so'sinh. Do d6, phu ni¥ cé thai nén tham khao y ki€n bac sitrurée khi dung. Khong thdy cé tac dung khéng mong
muén &tré nhé bt me khi ngudi me dang dung paracetamol, va do vay paracetamol thudng dugc xem la thich hop dung
trong thai gian cho con bu.

Anh huéng ctia thudic Ién kha niing digu khién tau xe va van hanh may méc: Thudc khdng gdy anh huding bit loi dén kha
nang l4i xe va str dung may méc.

8- Tac dung khéng mong muén

Téc dung phu thuding nhe va cé thé hdi phuc sau khi ngung dung thuéc.

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

Trén da: ni man, ban dé hay may day.

Daday—rudt: budn nén, nén.

Huyét hoc: giam bach cau trung tinh, gidm bach cau, gidm toan thé huyét cau, thiéu mau.

Thén: Bénhthan, dc tinh than khilam dung dai ngay.

Hiém gép: ADR < 1/1000

Phan (rng qua man.

Ngwng str dung va héi y ki€n béc s néu: xuat hién ddu hiéu méi bat thudng, céc triéu chirng khdng cai thién sau 7 ngay
hodccé st kemtheo.

Théng bdo cho bac s nhitng tac dung khéng mong mudn gip phai khi sir dung thudc.

9- Twong tic clia thudc véi cic thudc khic va cac loai trong tac khac

UBng dai ngay véi lidu cao paracetamol c6 thé lam ting téc dung clia thuSc chdng déng mau nhu coumarin hay dén xudt
indandion.

Dung ddng thoi paracetamol va phenothiazin cé thé gay ha s&t nghiém trong.

U8ng rirgu qua nhiéu va dai ngay c6 thé lam téng nguy co gy ddc tinh clia paracetamol tréngan.

Nguy co gdy ddc tinh clia paracetamol trén gan tdng khi dung paracetamol liéu cao va kéo dai trong khi dang dung cdc
thuéc gdy cdm trng enzym & microsom thé gan nhu isoniazid hoc thudc chdng co giat (gdm phenytoin, barbiturat,
carbamazepin).

Théitrir clia paracetamol c6 thé bj anh huéing va néng dd paracetamol trong huyét twong c6 thé thay déi khi dung chung
v@iprobenecid.

Colestyramin lam giam hdp thu paracetamol néu dugc dung trong vong 1 gid trudc hodc sau khi udng paracetamol.

10- Qué lidu va xir tri

Triéu chirng: Budn nén, ndn, dau bung va xanh xao thudng xuat hién trong gior dau. Qua liéu tir 10 g tré 1én (150 mg/kg
can n3ng &tré em) c6 thé gdy hliy hoai té bao gan, din dén hoai tir gan hoan toan va khéng hdi phuc; toan chuyén héa va
bénh n3o c6 thé dan dén hon mé va chét. Ngoai ra, nong dé aminotransferase va bilirubin huyét tuong ting, thoi gian
prothrombin kéo dai, cé thé xuat hién sau 12-48 gior.

Xi tri: Rira da day hodc cho udng than hoat dé loai trir ngay thudc da uéng. Tiém tinh mach hodc cho udng N-
acetylcystein, thudc gidi doc dic hiéu clia paracetamol, hiéu qua nhat la truedc gidr thir 10 sau khi dung qud liéu.

11- Dang bao ché&va déng géi:

Hop 12 g6ix2 gthubc bot dé udng.

Hop 20g6ix 2 g thuSc bt dé udng.

12-Diéu kién bao quén:

DPEénoikhd rao, trdnh dnh séng, nhiét d6 khéng qua 30°C.

13- Tiéu chudn chat lwgng: TCCS.

14- Han duing: 36 thang ké tir ngay san xuét.
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