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DI-ANSEL 8

Paracetamol 500 mg
Codeine phosphate hemihydrate 8 mg

Box of 10 blisters x 10 capsules a
ROUSSEL VIETNAM A
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THUGC UONG/ ORAL ROUTE

Chi dinh, chdng chi dinh, liéu lugng, cach dung
va cdc théng tin khac: xin doc t¢ hudng dan su dung
Indications, contraindications, dosage,
administration and other information: see leaflet

DE XA TAM TAY TRE EM

DOC KY HUONG DAN SU DUNG TRUGC KHI DUNG
KEEP OUT OF THE REACH OF CHILDREN

READ CAREFULLY THE LEAFLET BEFORE USE

Bao quan ndi kho, dudi 30°C, tranh anh sang
Store in a dry place, below 30°C, away from light
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3. Nhan vi: 80 x 60 (mm)

Paracelamol,
Codein phosphat hemihydrat...8 mg
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DI-ANSEL8

Paracetamol.........c..eiesrnens 500 mg
Codein phosphat hemihydrat...8 mg

CONG TY ROUSSEL VIET NAM

Paracetamol .5

Qodem phosphat heminydrat...8 mg

V WVYNLIIA T3SSNoY

jowejasoeied

a Buno Bueu ugIA O} X Ja 2 dOH

bw g jeipAyiway jeydsoyd uiepo) |
6w QoS jowejaoeied

jeipAyiway yeydsoyd uiapo

6w g
6w 005

TN

weuwal - Buong yuig 'uy uenyy ey HES

[euisnpu| ajodebuis wWeN 181A 1e8ns g ‘10 S00L 08y} 1gnx UBS
WVNL3IA 13SSNOY Aq paimpejnuey

ajnsded | 5'D SSIdIOXT / UPIA | PADONP B

wep 9IA - Buong yuig ‘uy ugnyy  Bwg 1RIpAyiway yeydsoyd uiepo)

asodebuig wep 191IA NOM '€ 95 Bupnp 'L 95 Bw 00§ jowelgdtiey

WYN 13IA 13SSNOY A1 BueD el gnx ueg ‘uopsodwoy / anyi Buod

D e

Paracetamol 500 mg
Codeine phosphate hemihydrate 8 mg

Pantone 2935C

Pantone 485C

Pantone 638C

Box of 2 blisters x 10 capsules

ROUSSEL VIETNAMA ‘

THUOC UONG

Chi dinh, chéng chi dinh, liéu Iugng,
cach dung va cac théng tin khdc:
xin doc té hudng ddn sd dyng

OE XA TAM TAY TRE EM

ORAL ROUTE [ S

Indications, contraindications, dosage

administration and other infomation:

see |eatlat

KEEP OUT OF THE REACH OF CHILDREN

DOC KY HUGNG DAN SU DUNG READ CAREFULLY THE LEAFLET

TRUGC KHI DUNG BEFORE USE

B4o quan nol khg, dudi 30°C. tranh anh sang  Store in a dry place, below 30°C, away from Ight e
- —
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Codein phosphat hemihydrat...8 mg Codein p

CONG TY ROUSSEL VIET NAM ROU
w
o
=
(%)
x
&
Paracetamol 500 mg Parac3 |
. =
Codein pnosphat hemihydrat...8 mg Codei E:
a

ROUSSEL vmmAMA '

—

DI-ANSEL 8

Paracetamol. ... g Paracetar|
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I-ANSELS

Paracetamol - Codein
Vién nang cling

THANH PHAN

ParacatBmol «sucwsmsmmansesncm e 500 Mg
Codein phosphat hemlhydrat. - — J— 0
TA QUIE s s e s s s VOR.AO 1 vign

(Era tab, era pac, aerosil, natri docusat, crospovidon, natri starch
glycolat, magnesi stearat).

DANG TRINH BAY

Vién nang cung. Vi 10 vién. Hop 2 vi, 10 vI.

DUQC LYC HQC

Paracetamol ¢6 tac dyng gidm dau ngoai bién va ha sét.

Codein cé tac dung gidm dau trung uong. Sy két hop
paracetamol va codein phosphat, ngoai uu diém két hgp tac dung
giam dau cla 2 chat gilp tang hiéu lyc tri liéu manh hon nhiéu
l4an, giam dugc tac dung khéng mong mudn néu phai tang liéu
khi sU dung tung chat riéng biét, paracetamol con lam tang
cudng tac dung giam dau cla codein.

DUGC BONG HQC

Paracetamol dugc hdp thu nhanh qua dudng tiéu hoa, cé tac
dung trong vong 1 gid sau khi udng, phan bd vao mé va dich co
thé. Thudc chuyén héa & gan thanh dang lién hgp glucuronic va
sulfonic. Thai gian ban thai khoang 2 gid. Paracetamol dugc dao
thai chil y&u qua than dudi dang chuyén héa va dang khéng ddi
(<5%).

Thai gian ban thai clia codein 1a 2-4 gid. Codein dugc chuyén
hoéa & gan va thai tr & than dudi dang ty do hoac két hgp vdi
acid glucuronic, bai tiét qua phan rat it. Codein qua nhau thai va
mét lugng nhd qua hang rao mau-nao.

Sy phdi hgp nay khéng thay c¢é sy dnh hudng Ian nhau trong qua
trinh hap thu, phan bé, thai trir giia paracetamol va codein trong
cd thé sau khi udng.

CHI BINH

Diéu tri cac con dau muc dd trung binh khéng dap ung vdi aspirin
hodc paracetamol don thudn, c6 hodc khéng kém néng sét: dau
dau, dau nhic co bip, dau xuong, dau khdp, dau lung, dau cot
song, dau ring, dau bung kinh, dau than kinh, dau do ¢am cim,
viém hong hay mii xoang, dau do chan thuong, bong gan, dau
sau phau thuat (tr phau thuat & ddu, bung),..

CHONG CHI BINH

Qua man vdi mét trong cac thanh phan cia thude.

Bé&nh nhan suy gan va bénh nhan thiéu hut glucose-6-phosphat
dehydrogenase (do cé paracetamol).

Suy hé hép, hen phé quan (do c6 codein).

Tré em dudi 18 tudi vira thuc hién cit amidan ho#c thl thuat nao
V.A.

LIEU LUYNG & CACH DUNG

Thuéc udng, danh cho ngudi I6n va tré em trén 12 tudi.

- Ngudi I6n: mdi lan t 1-2 vién, mdi ngay 2-4 1an.

- Tré em trén 12 tudi: mdi 1dn 1 vién, mdi ngay 2-4 1an.

Khoang cach gida 2 1dn udng tU 4-6 gid, khong uéng qua 8
vién/ngay.

Trudng hop suy than ning, khoang cach gida 2 Ian udng thudc
phai dai hon 8 gid.

Chi dling thudc nay cho tré em khi cé chi dinh clia bac si.

THAN TRQNG

Khéng nén dung rugu trong khi diéu trj véi thude nay.

Hay théng bao cho thay thudc nhiing trudng hgp sau:

- Cac bénh gan, than,

- Céc bénh dudng hd hdp (bao gém bénh hen),

- C6 sung huyét ph& quan (ho c6 dam),

- Phau thuat tai mat.

Do nguy cd suy hd hdp, chi st dung cac thudc chia codein dé
gidm dau cdp tinh & muc dé trung binh cho tré trén 12 tudi khi
cac thudc giam dau khac nhu paracetamol va ibuprofen khdng cé

higu qua. TR Ry,
Codein chi nén sl dung & l|ep Qhép nhét ma cé ;tkeu qua va trong
thai gian ngén nhat. 7 2 AN
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P.TRUCNG PHONG
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Khéng khuyén cdo sif dung codein cho tré em cé cac van dé
lién quan dén hd hap (khé thd hoac thd khd khé khi ngl..).
Than trong khi st dung codein cho tré em dudi 12 tudi (do théng
tin nghién clu vé &nh hudng cla thudc cho doi tugng nay con
han ché).
Than trong khi st dung thudec cho phy nif cho con bu (do thudc
cé thé dudgc bai tiét vao siia me).
- B4c sTcan canh bao bénh nhan vé cac ddu hiéu clia phan
iing trén da nghiém trong nhu hdi chiing Stevens-Jonhson
(SJS), hdi chiing hoai tl da nhiém ddc (TEN) hay hdi ching
Lyell, hoi ching ngoai ban mun ml toan than cdp tinh
(AGEP).
PHY NU CO THAI VA CHO CON BU
C6 thai: Di-ansel 8 c6 thé diéu tri ngdn ngay & liéu khuyén
c4o, néu nhiing Igi ich clia thudc vugt trdi han céc nguy cd do
thudc trén bao thai.
Cho con bu: thuGc nay qua dugc siia me nén khong nén dung.
NEN HOI Y KIEN BAC STHOAC DUGC STTRUGC KHI DUNG
BAT CU LOAI THUSC NAO
LAI XE VA VAN HANH MAY MOC
Can than trong si dung thudc khi lai xe hay van hanh may
méc vi thude 1am gidm sy tinh tao.
TUONG TAC THUGC
- Lién quan dén codein: do Gc ché men cytochrom Paso nén lam
giam chuyén héa cyclosporin. Khi ding kém vdi thuéc giam dau,
thuéc ngl, thudc chdng loan thdn, thudc gidi lo a&u hoac dugc
chdt gay trdm cam (k& ca rugu) déu cé thé lam tang thém trdm
cam, nén phai giam liéu clia cac chit nay. Dung chat chdng tiét
cholin véi codein c6 thé gay liét ruét.
- Lién quan dén paracetamol: dung chung vdéi thuéc khang déng
(warfar/n) lam ting tac dung clia thudc khéng déng.
PE TRANH CAC TUONG TAC CO THE XAY RA, PHAI LUON
LUON BAO CHO BAC ST HOAC DUGC ST MOI THUOC KHAC
DANG DUNG
TAC DUNG KHONG MONG MUGN
- Lién quan dén codein: budn ngd, chéng mat; khé thd; phan
(ing qua min cam (ngira, mé day, phat ban); tao bén, tiéu chay,
non; dau bung cép tinh, dac biét § ngusi da qua phau thuat tdi
mat.
- Lién quan dén paracetamol:
Hiém gdp: phat ban hodc dd da, hodc phan tng di (ng dudi dang
ddt ngdt sung mat hodc ¢ hoac dét ngdt khé & kém ha huyét
ap.
R4t hiém: thay déi cdc két qua xét nghiém & ngudi thudng xuyén
kiém tra mau.
THONG BAO CHO BAC ST HOAC DUGC SI NHUNG TAC \
DUNG KHONG MONG MUOGN GAP PHAI KHI sU DUNG e
THUOC NAY
sU DUNG QUA LIEU A
- Lién quan dén paracetamol: budn ndn, nén, chan an, xanh xao, ; [
dau bung. ]
- Lién quan dén codein: tc ché cdp tinh trung tam ho hap (tim &
xanh, gidm tan s& hé hadp), budn ngl, phat ban. o’
- XU trf: },
* Riia da day, t6t nhat trong vong 4 gid sau khi udng. X
* N-acetylcystein ding theo dudng tinh mach hoac uéng, tét
nhét 14 trong vong 10 gid sau khi ngé déc.
* Dung methionin, than hoat va/ hoac thudc tdy mudi.
* Héi phuc hé hdp bing cach cung cdp dudng khi va ho hdp
hd trg c6 kiém soat. Chl dinh naloxon ngay bang dudng tiém tinh
mach trong trudng hgp nang.
BAO QUAN
Ngi khé thodng, nhiét dé dudi 30°C, tranh &nh sang.
HAN DUNG: 48 thang ké tif ngay san xuét.
San xuit theo TCCS.
DE XA TAM TAY TRE EM
POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG

San xuat tai Céng ty ROUSSEL VIET NAM
S6 1, dudng s8 3, KCN Viét Nam Singapore, Thudn An, Binh
Dudng - Viét Nam 76623-A

01 thang 08 nam 2014

CUZ . Mimd. Mosmnn



