04 xa tdm tay trd em.
Doc ky g diin s dyng trde khi ddng.
THANH PHAN CONG THUT THUOC

Thanh phiin hoat chat
| 150 mg

Thanh phéin té duge: Acid citric khan, manitol, duing tréing, aspartam, natrl hydrocarbonat,
povidon K30, mgu sunsot yollow, bt huong cam.

DANG BAO CHE: Thudc bot sil bot.

M0 t sin pham: Thuc bot mau cam, kho rdl, mil tham.

CHIDINH

ThoSc ddng dibu i trigu chimg dau t nho d8n vira vA/ hode s6t. Dang bho chd va him lugng
ndy phd hp cho trd em 6 cAn nng tir 8 - 30 kg (khodng tir 6 thing a8n 11 tud).

cAcH DONG, LIEU DONG

LIEu DONG

Trdem

Liéu ding phal dugc tinh theo cAn nAng cda trd. Tudl thich hep twong (ing vl cAn ndng dise
trinh bay bén dudi chl tham khdo.

Litu khuy8n cAo hang ngdy cia paracotamol Ik khoing 60 mo/ ko/ nohy, due chia thanh 4
hodc 6 liéu, tixc 1A khoAng 15 mo/ kg mbi 6 gl holie 10 mo/ ko mbi 4 gid.

HAPACOL

A6 nghidn cit trbn ddng vat khong dua ra bt ky bAng ching ndo vé téc dyng gdy quél thal
hode oAy ¢ cho thal ciia paracetamol,

MOt fiking 16n d 1igu tir phy n® mang thal cho they khong cd bat ky d] tat hogc nhidm ddc
thal nhi/ b 60 sinh. C4c nghibn ¢t dich th hoc dAnh cho sy pht trién than kinh cta tré em
116 xtc val paracotamol frong K cung cho ket qua khong thuy6t phyc. NEu cn thiet vé mat
1Am sAng, ¢6 thé diing paracetamol trong thal ky; twy nhidn, nén duye st dung & 116y higu qud
1h4p nha, trong thdi glan ngdin nhat vA &14n sudt thap nhat co thé,

Phy ni cho con bd

D6i voi tré em, tong liéu paracetamol khdng duic vt qué 80 mg/ kg/ ngdy (xem phén Qud
liéu va céch xa tri).

Liéu khuy&n c4016i da: xem phén Canh bdo va thén trong khi dng thudc.

Suy th3n

Trong trdng hop suy thin v trir khi duyc tuvan y t€, nén gidm liéu vA tang kholng céch 16l
thiéu gida 2 14n ung theo bing sau:

DO thanh thii creatinin | Khodng cich ding thudt
> 50 mU phat 4910
10 - 50 mU phat 6 0id
< 10 mU phit 8 gid

Téng liéu paracetamol khdng dugc qud 60 mg/ kg/ ngdy.

Suy gan

& nhiing bénh nhan bj bgnh gan man tinh hodc bénh gan cdn bd thé hoat ddng, dic bit 1A
nhilng ngudi bj suy t€ bdo gan, nghién rugu man tinh, suy dinh dudng man tinh (kém dy trd
glitathion & gan), hoi ching Gilbert (vang da gia dinh khong tan méu) va mat nudc, ligu
paracetamol khdng dugc visit qud 60 mg/ kg/ ngdy.

Céic tinh hubng 14m sang @3¢ bigt

Liéu thp nht c6 thé c6 hidu qui hang ngly nén dusc xem xét, khdng vt qud 60 mg/ kg/
ngy (khong qué 3 g/ ngay) trong céc truding hap sau:

Suy t€ bdo gan nhe d&n trung binh,

Hoi chimg Gilbert (vang da gia dinh khdng tan méu),

Nghign rwgu man tinh,

Suy dinh duGng man tinh,

Mt nuic.

CACH DUNG

Diing dubing uSng.

D5 bl thudc vao trong cic va sau 66 thém mjl t 68 ulng Kng (nhu nude, sTa, nude tréi
cy). Udng ngay sau khi hoa tan hodn todn.

TAN SUKT DUNG THUGC

Diing thugc déu d3n trénh dugc nhing dao dng vé mc 69 dau hay s6t.

Gré em, c4n o6 khoding cAch déu gida mbi 14n udng thusc, c& ban ngdy in ban dém, nén 2
khodng 6 gid, hoc it nh&t 12 4 gid.

Hodic theo chi d&in clia Théy thusc.

CHGNG CHIBINH

Qué min vi paracetamol hoic bt ky thanh ph&n nao khic.

Suy t€ bio gan niing hoic bénh gan m&t bi the hogt dong.

CANH BAO VA THAN TRONG KHI DUNG THUGC

Cénh béo d3c bigt

DE trénh nguy co qué liéu

- Ki€m tra 06 chdc chin 12 c4c thuSc khéc dang diing (bao gém cA thuic k& don va khng ke
don) khong chifa paracetamol.

- Tuéin thi liéu lugng khuy&n c4o t6i da.

Liéu khuy€n céo t6i da:

- Tré em c&in n3ng dusi 40 kg, tBng li€u paracetamol khong dugc vt qué 80 mg/ kg/ ngdy
(xem phén Qud liéu va cch xi tr).

- O ré em tir 41 kg 6€n 50 kg, téng liéu paracetamol khong dugc vugt qué 3 g mBi ngay (xem
phén Qué liéu va cdch xu tri).

-0 ngubi l6n va tré em trén 50 kg, TONG LIEU PARACETAMOL KHONG BLISC VLIST QUA 4 o
MBI NGAY (xem ph&n Qué liéu v céch xi tri).

B4c s7c4n cinh bdo bgnh nhan vé céc ddu higu cha phin Gng trén da nghiém trong nhu hoi
chiing Stevens - Johnson (SJS), hi chiing hogi tif da nhi&m djc (TEN) hay hoi ching Lyell,
hoi chitng ngoai ban myn mil toan than c4p tinh (AGEP). Céc phan (ing trén da ndy cb thé
gay tir vong. Bgnh nhan cén duyc thong b&o vé nhiing d4u higu ban ddu clia nhing phén ing
da nghiém trong nay, va sy xust hign cra phat ban hojc bt ky ddu higu man cdm nao khic
c4n phii nging diutrj.

Th§n trong khi sit dyng

@ tré dugc didu trj véi paracetamol liéu 60 mg/ kg/ ngay, viéc k&t hgp voi mot logi thudc ha
6t khiic chi dugc xem xét trong trung hgp khong higu qud.

Cén thén trong khi diing paracetamol trong céc tniing hgp sau:

- Suy t& bao gan nhe d&n trung binh,

- Suythgn,

- Hoi chitng Gilbert (vang da gia dinh khdng tan méu),

- Thi€u hyt glucose-6-phosphat dehydrogenase (G6PD) (c6 thé dZn dén thifu mdu tan
huyét),

- Nghién rugu man tinh, uSng qua nhiéu rugu (3 ly nigu trd Ién mdi nay),

-Ch&n 4n, 4n vd a0 hojc suy mdn,

- Suy dinh duBng kéo dai (kém dy trd glutathion & gan),

- M4t nudc, gidm thé tich m4u.

N&u phét hign bj viém gan virus c4p tinh, nén ngig s dyng thusc ndy.

Lign quan d¢n 14 dugc

Thudc ny chifa 29,6 mg natri mbi g6, tung duong véi 1,48% lugng natri 16i da hang ngdy
dugc WHO khuy&n c4o cho ngudi 16n 12 2 9.

Aspartam: ThuSc nay c6 chifa aspartam, 12 ngubn cung cp phenylalanin, do d6 khong nén
diing cho bgnh nhan bj phenylketon nigu, mot chiing r6i logn di truyén hiém gap, trong 46
phenylalanin tich ty do cathé khong thé logi bd diing cdch.

Bubing tring: Bénh nhan bj rBi loan di truyén hiém g3p nhu khbng dung nap fructose, kém
hap thu glucose- galactose hogc thigu hyt enzym sucrase-isomaltase khong nén diing thuSc
nay.

Mau sunset yellow: C6 thé gay phan ting dj ing.

U DYNG THUGC CHO PHY NO €O THAI VA CHO CON BU

Phy ni cd thal

AN pLa “;::: :::::1,':,‘" s i 40 4 Y1 0 Paracetamol duyc bl it mot Iwyng nhd qua sa mo sau khl ung. Phat ban trén da 42 dujc
[} I ’\go m (1 o8) o0 500 mg mbi nody (4 00) blo ¢40 8 trd 0 sInh bé s0a mo. & 6u diu trl, ¢ thé diing thusc ndy trong thol kf cho con
(Madng § 88 24 thang) bi.
1Wig- 15Ky } 150 m (1 081) T 300 mo mbi 03y (6 080 Khd nang sinh sin
(Modng 2 06n § b)) Khong 4p dyng.
-2k 300 mg (2 08) O 7200 mg Bl nghy (8 981 ANH HUONG CUA THUGC LEN KHA NANG LAI XE VA VAN HANH MAY MOC:
(Molng 4 8n 8 nd) ; khong ¢6 ho3c dnh huling khong déng Kké dén khd nang 141 xe vA s dyng mdy
5ig-0k 300 mg (2 p6) am 1800 mg mBi ngdy (12 061 méc.
(Mhlng 8 0 11 1) TUONG TAC, TUONG KY CUA THUGC
Thdn trong khi phol hyp
+ Thudc khng vitamin K

Nguy co tang tdc dyng clia thuSc khing vitamin K va nguy cd chdy méu néu ding
paracetamol 8 liéu 161 da (4 g/ ngdy) trong It nhat 4 ngay.

Kiém soat INR thung xuy8n hon. C6 thé diéu chinh liéu lugng cla thuSc khng vitamin K
trong khi diéu tr| bAng paracetamol va sau khi ngimg thuc.

+ Flucloxacillin

Than trong khi diing ddng thti paracetamol vdi flucloxacillin do am tdng nguy cd nhifm toan
chuyén héa khong tréng anion cao (AMTAE), d3c bigt & nhing bénh nhan ¢6 yéut§ nguy ca
thigu hut glutathion nhsuy than n3ng, nhim khudn huy&t, suy dinh duBng hodc nghién rugu
man tnh. Khuy€n cdo theo d61 cht ch3 d€ phat hién sy xudt hign clia AMTAE, bing cich
X6t nghiém 5-oxoprolin trong nudc tifu.

Tuong té: vél cde x64 nghidm cgn 1am sang

Dirg paracetamol ¢ thé cdn trd vidc xdc dinh dutng huy8t bing phuong phép glucose
oxidase-peroxidase trong tnling hgp néng dd cao bat thiwsing.

Ding paracetamol ¢ thé Anh hudng d&n liéu lung acid uric trong méu theo phuong phép
acid phosphotungstic.

TAC DYNG KHONG MONG MUGN CUA THUGC

Mt s6 trusng hyp higm g3p v phan g qud man nhu s6c phdn vé, ha huyét dp (nhu mot
tribu chifng clia phan v&), phit mach, ban d8, may day, phat ban trén da d& duyc bo co. Sy
xuit hign clia cAc tridu ching ndy yu cdu ngiing hin logi thufc ndy va céc loai thudc lign
quan.

R4t higm tradng hgp phan dng nghiém trong trén da (hdi chimg ngoai ban myn md toan
than c&p tinh, hoa: tir bidu bl nhiBm dgc va hl ching Stevens-Johnson) da dugc béo céova
yeucdungimg didutr.

RSt hiém g3p c4c tnding hop gidm tiéu cdu, gidm bach c4uva gidm bach cutrung tinh.

C4c truding hgp tidu chay, dau byng, ting men gan, tang ho3c gidm INR da duyc bdo cdo.
Théng bo cho béc sTnhling t4c dung khdng mong muSn g3p phai khi sif dyng thudc.

QuA L1Eu VA CACH XU TRI

Nguy cd nhidm ddc ning c6 thé xdy ra d3c biét & ngwi gid, tré nhd, bgnh nhan suy gan,
nghién rugu man tinh, banh nhan suy dinh dudng man tinh va bénh nhan ding chat cim
(ing enzym. Trong nhng truding hop ndy, ngd ddc cb thé g4y b vong. Cc trigu ching 1Am
sang clia t6n thuong gan thudng thy sau hai ngdy va dat dinh sau4 - 6 ngay.

Trigu chng

Bubn ndn, ndn, chan &n, xanh xao, kho chiu, 46 md hoi va dau byng thuing xudt hign trong
vbng 24 ity d4u.

Qué liéu, tir 10 g paracetamol v6i mt liéu duy nhat & ngubi 16n va 150 mg/ kg thé trong véi
mdt liéu duy nhat & tré em, gay hiy t& bdo gan, c6 thé diin dén hoqi tir hodn todn va khdng
h8i phyc, dn d€n suy t bao gan, nhi&m toan chuyén h6a, v bgnh ndo c6 th din dén hon
mé va tlf vong.

Déng thdi, c6 sy ting ndng 40 gan, lactat bilirubin va gidm
néng do prothrombin c6 thé xdy ra tif 12 - 48 gids sau khi diing thuc. CAc trigu chitng 1am
sang clia tdn thuong gan thuding thay sau 1 d&n 2 ngay va datt6i da sau 3 d€n 4 ngy.

C4c bign phap c4p citu

- Dua ngay d&n benhvign.

- LAy mdt 6ng mAu cng som cAng t6t d€ dinh Iugng néng A9 paracetamol trong huyét tung
nhung khong dugc s6m han 4 gids sau khi uBng.

- P20 thi lugng thuSc da udng bling c4ch rira da day.

- Bifu trj thdng thuing d6i voi qua liéu 12 thusc gidi ddc N-acetylcystein LV. hodc udng cang
s0m cang 15t néu c6 thé trong thdi gian dusi 10 gid sau khi udng.

- Diutrtridu chiing.

- Phai tin hanh 1am xét nghigm vé gan lic khdi d4u didu trj va nhc lai mdi 24 gid. Trong
héu hét tniing hgp, transaminase gan ted lal mdc binh thudng sau 1 - 2 tudn véi sy phyc héi
a4y dii chic nang gan, Trong trubing hop qud ndng, 6 thé c4n phai ghép gan.

DAC TINH DUGC LYC HOC

Nhém duge 1§ THUGC GIAM DAUVA HA SOT KHAG. Ma ATC: NO2BEO1

Caché hogt ddng

Paracetamol c6 cd ché hoat ng & trung tam va ngoai vi.

DAC TiNH DUGC DONG HOC

Hépthu

Sy hip thu paracetamol khi uing 58 nhanh va hoan todn. Néng ¢4 dinh trong huyét tuung dat
dugctir 30 dén 60 pht sau khi wing.

Phan bd

Paracetamol dugc phan b nhanh vdo hdu h&t cic md. Néng d9 ndy c6 thé so sénh dugc
trong méu, nubic bot vA huy&t tuong. Lign ket vi protein huy&t tuong y&u.

Chuyén héa

Paracetamol dugc chuyn hoa chil y8u & gan. Hai con dudng chuyén héa chinh 12 lign hgp véi
2cid glucoronic va lién hgp véi acid sulfuric. Lign hgp véi acid sulfuric nhanh chéng bao hda
Khi diing liéu ca0 han liéu didu tri. MOt con duiing khéc, duc xtic tic bdi cytochrom P450 tao
thanh m3t ch4t trung gian o6 tinh phn Ging (N-acetyl benzoquinoneimin), trong diéu kién sit
dyng théng thing, chdt trung gian ndy s& duge khir doc biing glutathion v dugc dao thii
qua nutc tidu sau khi lién hgp véi cystein va acid mercapturic.

Tuy nhién, khi ngd d9c véi lidu cao paracetamol, lugng chdt chuyén héa cd ddc tinh ndy tang
lén.

Thard 3
Thai tris chi y§u qua dubing tiéu. 90% liéu uSng duc thai trif qua thin trong vdng 24 gid, chls
yéud da&lu glucuronid (60 d&n 80%) va sulfonid (20 d&n 30%). Dubi 5% duyc thii tris & dang
khdng d6i.

Thi gian ban thai khodng 2 gid.

Céc nh6m b§nh nhan d3c bigt

Suy th§n

O ngudi suy th3n, viéc thi trir paracetamol va céc ch4t chuyén héa bj chdm l3i.

QUY CACH DENG GOI: Hop 24 6ix0,9.

HAN DUNG: 36 théng ké tif ngdy sin xust.

plEy KIEN, BAO QUAN: Ni kho, nhigt 60 khong qué 30°C, tranh 4nh sing.

TIEU CHUAN: TCCS.

Co s& san xudt:

CONG TY C6 PHAN DUGC HAU GIANG - Chi nhénh nha méy dugc phdm DHG 13i H3u Giang
Lb B2 - B3, Khu cdng nghi#p Tan Phi Thanh - giai doan 1, XA Tan Phii Thanh, huygn Chdu Thnh A, finh H3u Giang, Vigt Nam

BT (0293) 3953454 e  Fax: (0293) 3953555

Moi thic méc v sn phdm,
10ng i hy
(@ 02523895000
E-mail: dhgpharma@dhgpharma.com.vn
www.dhgpharma.com.vn
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