MAU BAO BI XIN DUYET

1. Kich thude hgp: 100 x 68 x 45 (mm)
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- Pantone 3425 € ~
- Pantone 485 C

. - Pantone 2935 C
Box of 10 blisters x 10 film-coated tablets D
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THUGC UONG

ORAL ROUTE
Chi dinh, chéng chi dinh, liéu lugng, icati

| céch ding: xin doc td hudng din st dung

DE XA TAM TAY TRE EM
BOC KY HUONG DAN SU DUNG

administration: see leafiet

KEEP OUT OF THE REACH OF CHILDREN
READ CAREFULLY THE LEAFLET

TRUGC KHI DUNG BEFORE USE |
Bao quén noi khé, dugi 30°C, tranh &nh sang  Store away from light and heat (below 30°C)

2. Kich thudc vi: 98 x 39 (mm)

AOTHCT... 375 g Tramagol HCL 375 mg  Tramagol HCT. “\\ . - g
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-ANRUS® DI-ANRUS® DI-ANRI:

tetamol......co..n...325 Mg Paracetamol................ 325 mg Paracetamol.......... 4

adol HCl............. 37.5mg Tramadol HCI...........87.5 mg Tramadol HCl.......| 3
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DI-ANRUS®

<ANRUS_ PI-ANRUj

Ghi chu : S8 16 SX, Han dung dugc dap ndi trén vi

os. Yé Viel Hang



DI-ANRUS®

Tramadol hydroclorid — Paracetamol
Vién nén bao phim

THANH PHAN

Tramadol hydroclorid 37,5mg
Paracetamol 325 mg
T4 duge vita dii 1 vién

(Era-pac, era-tab, crospovidon, povidon K30, magnesi stearat, sodium starch
glycolate, aerosil, HPMC, gelatin, lipoxol, tween B0, titan dioxyd, bt talc).

DANG TRINH BAY

Hép 10 vix 10 vién nén bao phim,

DUQC LYC HQC

Tramadol 1& thudc gidm dau tng hgp loai opioid cé tac dung gidm dau theo cd ché
trung uong va cé thé gay nghién nhu morphin. T4c dyng gidm dau cla tramadol
xu#t hién 1 gid sau khi udng va tang I1&n t5i da sau 2-3 gid. O lidu didu tr, tramadol
it tc ché& hd hdp han morphin,

Paracetamol ¢6 tac dyng gidm dau, ha s6t. Paracetamol chl 1am ha than nhiét &
ngudi bj s6t ma khdng ha than nhiét clia ngudi binh thudng. Thudc chl tdc ddng lén
cyclooxygenase/ prostaglandin synthetase clia t& bao thdn kinh nén it gay tac dyng
phy nhu nhilng thudc tdc dong Ién cyclooxygenase todn than nhu NSAID, it gay
kich Ung da day, it c6 tac ddng 1én ti€u cdu va thai gian chay mau,

DUGC BONG HQC

Tramadol hép thu t8t qua dudng ti&u hdéa nhung chuyén héa I&n ddu qua gan manh
nén sinh kha dung tuyét déi clia thudc chl dat 75%. Thic &n it &nh hudng dén sy
hép thu thudc. Thudc gén vao protein khoang 20% va phan b trong tAt c4 cac co
quan. Tramadol bj chuyén héa qua pha | gém phan (ng N va O khii methyl, pha II
théng qua phan ng lién hgp vdi acid glucuronic hay acid sulfuric. Thudc dugc thai
trit chi) y&u qua th&n 90% va 10% qua phén, thudc qua nhau thai va sita me. Thdi
gian ban thai la 6,3 gid.

Paracetamol dugc hdp thu nhanh va hoan toan qua duéng tiéu héa. Néng do dinh
trong huyét tugng dat tr 30-60 phut sau khi udng. Thudc dugc phan bd nhanh
khodng 25% k&t hgp vdi protein huy&t tudng. Paracetamol dugc chuy&n héa chi
y&u & gan thong qua phén Ung lién hgp vdi acid glucuronic, acid sulfuric va chuyén
héa bdi cytochrom P450. Thai gian bén thai la 1,25-3 gid.

CHI BINH

Giam dau frong nhilng trudng hgp dau n#ng ho#c trung binh.

Nhiing truéing hgp dau khi cac thuéc gidm dau khac khéng hiéu qua hodc bi chéing
chl dinh.

CHONG CHI BINH

- M&n cam vdi bat cu thanh phan nao clia thudc ho#c opioid.

- Céc truéing hgp ngd doc cdp do rugu, ma tiy, thufc ngd, thufic gidm dau trung
uang, thudc opioid va céc thuBc hudng thén

- Suy ho hdp nang, suy gan ning.

- Phy ni dang cho con bd.

- B&nh nhan cé thiu mau tir trudc hodc c6 bénh n&ng trén tim, phéi, than, hoic
gan.

- B&nh nhéan thiéu hyt glucose-6-phossphat dehydrogenase (G6PD)

LIEU LUGNG & CACH DUNG

Bét ddu cho Di-anrus® vdi liéu thdp nh&t cé tac dung, khéng cho ding thudng
xuyén, dai ngay. Khdng ngung thudc ddt ngdt ma phai gidm liéu dén. Béing khong,
bénh nhan cé thé bi hdi ching cai thudc véi biéu hién: hét hoang, run, va md hai,
dung léng, 6i, la chay, mat ngl.

Ngudi Idn va tré em trén 12 tudi:

- U8ng 1-2 vién méi 1an cach nhau 4 dén 6 gid, khi cén c6 thé 1&n dén t5i da 8 vién
mdt ngay.

Tré em dudi 12 twéi:

- Hiéu qua va do an toan clia thubc & tré dudi 12 tudi chua dugc thiét 1ap. Do vy,
khong khuyén cdo dung thude & Ida tudi nay.

Nguadi gia (trén 65 tudl):

- Khong c6 sy khac biét nao vé do an toan hay tinh chét duge ddng hoc gidla ngudi
gia trén 65 tudi va nhing ngudi it tudi hon.

THAN TRONG VA CANH BAO PAC BIET

- Béac sT cdn canh bao benh nhan vé céc dﬁu hiéu cla pnén |.‘r|1 lrén

sif dong kinh haAc phdi hgp vdi thudc uc ché MAO,
vdng, thuc an than.

- B&nh nhan c6 tién sif s6c phan vé vdi codein hodc th
- Khéng diing thudc cho b&nh nhan c6 tién st 1& thudc apioid, _
- Dung lidu cao hodic dung két hgp vdi thude gay mé, rugu cé thé g suy hohap/
- Cén theo ddi trang thai tam thén c&c bénh nhan bj tang‘sp e ndi $0 hotic bi Jhil
thuong viing déu. =

- Cén phai gidm liéu Di-anrus® & bénh nhan dang dung muo”e*'an;\_
chuc nang gan, than giam.

- Né&n tranh ho&c han ché udng rugu.
PHY N O THAI VA CHO CON BU

Igi ich cho me va nguy cd gay dbc cho thai nhi.

- Khéng diing thudc trong thai ky cho con ba do do an toan ciia thudc ddi vdi tré
nhd va tré sd sinh van chua dugc nghién cuu.
NEN HOI ¥ KIEN BAC STHOAC DUGQC ST TRUGC KHI DUNG BAT CU LOAI
THUSC NAO
LAl XE VA VAN HANH MAY MOC
Khéng ding thudc khi 14i xe hay van hanh may méc vi thudc 1am gidm sy tinh

tao.

TUONG TAC THUGC

- Carbamazepin 1am tang chuyén héa tramadol. Khi ph&i hgp vdi carbamazepin,
phai tang liéu Di-anrus® 1&6n gép doi.

PHO CUZ TRUONG
& bpagin: et i
- Phai hét sic than trong khi ding tramadol & phy nd mang M&p gi %J?E{T
i &

- Khong 'dugc-phdi hop 'véi/cac ehét-lic.ené 'CYP2D6 nhu ‘quinidin, -fluoxetin,

paroxetin va aminotriptylin, vi cé thé 1am giadm chuyé&n héa va ting tac dyng cla

tramadol,

- Thudc lam kéo dai thai gian prothrombin, khi phdi hgp véi warfarin cdn thudng

xuyé&n kiém tra thai gian prothrombin.

- Udng dai ngay liu cao paracetamol |am tang nhe tic dyng chéng déng cla

coumarin va din chét indandion.

- Thudc chdng co giat (gdm phenytoin, barbiturat, carbamazepin) gay cam Ung

enzym & microsome cilla t& bao gan, c6 thé lam tang tinh ddc hai gan clia

paracetamol do tang chuyén héa thudc thanh nhilng ch&t déc hai vdi gan.

Ngoai ra, dung déng thdi isoniazid véi paracetamol ciing c6 thé din dén tang

nguy cd ddc tinh vdi gan.

- Rugu lam tang nguy cd paracetamol gay déc cho gan.

PE TRANH CAC TUONG TAC CO THE XAY RA, PHAI LUON LUON BAO

CHO BAC STHOAC DUGC STMOQI THUSC KHAC DANG DUNG

TAC DUNG KHONG MONG MUGN

- Lién quan dén tramadol: Khi ding liéu cao tramadol, cé tat ca nhiing bat Igi
clia morphin, ké ca suy gidm ho hdp va 18 thudc thudc.

+ Thudng gép: ADR>1/100: Toan than: khé chiu; Tim mach: gian mach (ha
huy&t 4p); Hé& thdn kinh: lo l&ng, bén chén, 1G I&n, r6i loan phdi hgp, sang
khodi cang thing thén kinh, réi loan gidc ngl; Hé tiéu hoéa: non, buén nén,
dau byng, chan &n, trudng bung, tdo bén; Hé co xudng: tang trugng lyc; Da:
phat ban; Co quan cam giac: rdi loan sy nhin; Hé tiét nidu-sinh dyc: trigu
chiing tién man kinh, dai dat, bi dai;

+ [t gap: 1/1000<ADR<1/100: Toan than: di Ung, sfic phan vé&, c6 xu hudng
nghién, gidm céan; Tim mach: ha huy&t 4p tu thé ding, ngat, tim d&p nhanh;
Hé thé&n kinh: dang di bat thudng, mat tri nhd, rdi loan nhan thic, trAm cam,
khé tap trung, &o gidc, di cAm, co giat, run; Ho hép: khé thd; Da: hdi ching
Stevens - Jonson, viém da biéu bi hoai tf nhiém ddc, may day, phéng nudc;
Cd quan cam gidc: loan vi gidc; Hé tidt nidu-sinh duc: kho tiéu tién, réi loan
kinh nguyét.

+ Hiém gap: ADR<1/1000: cé mdt sd tac dyng khdng mong mudn khong tim

théy c6é mdi lién quan dén viéc sl dyng tramadol; Tim mach: rdi loan dién tim
va huyét 4p, nhéi mau cd tim, ngoai tam thu, phi phdi, déi khi tang huyé&t ap;
Hé than kinh: con dau nita diu, réi loan giong noi, hdi ching serotonin gém:
sbt, kich thich, rét run; Budng tidu héa: chay mau dudng tiéu héa, viém gan,
viém miéng; Cac chl s xét nghiém: ting creatinin, ting enzym gan, giam
hemoglobin, protein nidu; Cd quan cam gidc: dyc thly tinh thé, diéc, 0 tai.
- Lién quan dén paracetamol: Ban da va nhilng phan dng di Ung khac thinh
thoang xay ra. Trong mdt s& it trudng hgp riéng 1&, paracetamol da gay giam
bach céu trung tinh, gidm tiéu cdu va gidm toan thé huyét cdu. L6 thé gay suy
gan (do hiy t& bao gan) khi ding liéu cao kéo dai.

+ it gap: 1/1000<ADR<1/100: Da: ban; Da day - rudt: budn nén, ndn; Huyét
hoc: loan tao mau (gidm bach céu trung tinh, gidm toan thé huyét cdu, giam
bach cdu), thi€u mau; Than: bénh than, dbc tinh than khi lam dung dai ngay.

+ Hiém gap: ADR<1/1000: phan (ng quéa mén.

THONG BAO CHO BAC ST HOAC DUQC ST MQI TAC DUNG KHONG MONG

MUGN GAP PHAI KHI SU DUNG THUOC NAY

SU DUNG QUA LIEU

D4u higu ngd dbc dau tién cé thé 1a suy hd hép va co giat.

Tramadol dung qua liéu cé thé gay suy hd hap, hon m
tlt vong. y 3

Paracetamol ding qua liéu c6 thé gay tén thudng gan \.rdl cac |

iit, ngung tim va

nhém barblturat hodc dén xuit benzodiazepin. Gay non dé. giém hé
udng than hoat dé tang hép phy. 3 4
Hién nay chua cé thudc gidi doc dac hiéu. Giai déc b&ng nalm: r
khéng c6 hidu qua.
BAO QUAN: ndi khd thodng, nhiét A& dudi BO“C.__trénh éanh
HAN DUNG: 36 thang k€ tif ngay san xuét, )
San xuét theo TCCS.

DE XA TAM TAY TRE EM

POC K¥ HUGNG DAN SUf DYNG TRUGC KHI DUNG

THUGC BAN THEO BON

San xuét tal Céng ty ROUSSEL VIET NAM

S6 1, duding s& 3, KCN Viét Nam Singapore, Thuén An, Binh Dudng - Viét
Nam T6634-A

TP. HCM, ngay.2A. thang()% nam 20 44
Giam Déc
WD




