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MODE ET VOIE D'ADMINISTRATION: Voie orale

Avaler le comprimé sans le croguer, avec un grand

verre d'eau, de préférence au cours d'un/repas

INDICATIONS: Traitement des douleurs modérées & intenses non
soulagées par I'aspirine, le paracétamol ou I'ibuproféne utilisés seuls
LIRE LA NOTICE AVANT UTILISATION

TENIRR HORS DE LA PORTEE ET DE LA VUE DES ENFANTS

Nhan phu
Rx Thubc ké don

Antarene Codeine 200mg/30mg

Thanh phan: Ibuprofen 200mg, Codein phosphat hemihydrat 30mg

Ta duwoc: Cornstarch, Pregelatinized starch, Stearic acid, Colloidal anhydrous silica,
sepifilin L8014 .

Chi dinh, chéng chi dinh, liéu dung, cach dung va cac théng tin khac: Xin doc
huéng dan str dung

Bao quan: Bao quan nei khé mat, tranh anh sang, nhiét dé dudi ad’c

P

SPK......S0losx. ... Ngay sx....... HD...

Tiéu chudn: NSX

Nha sén xuét: Laboratoires SOPHARTEX,

21, rue du Pressoir, 28500 VERNOUILLET, Phap

Theo hop déng véi.

Laboratoires ELERTE

181-183, Rue André Karman, 93300 Aubervilliers, Phap

Boc ki hudng dan st dung trude khi dung, dé xa tam tay véi cla tré em
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HUONG DAN SU DUNG THUOC \ (0

R, Thubc ban theo don

ANTARENE CODEINE 200MG/30MG
(Ibuprofen 200mg/Codein phosphat hemihydrat 30mg)

> Dé ngoai tam tay tre em.
» Doc kyy hudng dan si dung trucc khi diung. Z o
» Néu can thém théng tin xin hoi y kién thdy thuoc / [ //

> Khong duoc dimg qud lieu chi dinh

THANH PHAN CONG THUC THUOC

Moi vién nén bao phim chira:

Tbuprofen.........cooceeiiiiiiniiiccnicees 200 mg
Codein phosphat hemihydrat..........cc.c.cc.... 30 mg

Ta dugc: corn starch, pregelatinized starch, acid stearic, collodial anhydrous silica, nudc tinh
khiét, Sepifilm LP 014

DANG BAO CHE

Vién nén bao phim
CHI PINH.

Diéu tri cac con dau cip tinh & ngudi 16n, trung binh dén nang hoic & nhimg bénh nhan khong
dap (g véi thude giam dau khong opioid.

CACH DUNG, LIEU DUNG
Puing dung
Ubng thube v6i mot ly nude 16n khong nhai thude, tét nhét 1 trong bira an.
Liéu diing
C6 thé giam cac tac dung khong mong mudn ciia thubc bang cach ding liéu can thiét thap nhat c6
thé va trong thoi gian diéu trj can thiét ngén nhét.
- Nguoi 16n
Dung 1-2 vién tiy thudc vao mirc do dau, sau dé dung 1 vién mdi 4-6 gid. Khong ding qua 6
vién/ngay.
- Nguoi gia
Duoc dong hoc ctia ibuprofen khong bi thay dbi boi tudi. Tuy nhién can than trong khi ding
thube.



M3i 1an diing thudc can cach nhau 6 gio, it nhat 1a 4 gior dbi voi lidu 200mg/30mg va it nhat 6 gio
déi véi lidu 400mg/60mg.

CHONG CHI PINH

- Tréem duéi 15 tudi [[[é ;
- DPang mang thai trén 5 thang tudi /_/

- Qué mén véi ibuprofen va bat ky ta dugc nao cia thude
- C6 tién st 1én con hen do sir dung ibuprofen hoac cac thudc tuong tu: NSAIDS, acid
acetylsalicylic

- C6 tién sir xuat huyét hodc thing dudng tiéu héa khi diéu trj bang cac thubc NSAIDS

- Xuét huyét da day, xuat huyét nio hoiic dang c6 xuat huyét

- Loét da day ta trang tién trién, tién sir loét hodc xuat huyét da day tai phat

- Suy gan ndng

- Suy théan néang

- Suy tim ning

- Lupus ban d6 hé théng

- Suyhd hép do tac dung trc ché cua codein 1én trung tdm ho hép

- Phu nir dang cho con bu
CANH BAO VA THAN TRONG KHI DUNG THUOC
Khong sir dung dong thoi Antaren codein 200mg/30mg véi cac thubec NSAIDS, bao gom ca
nhing thudc e ché chon lon cyclooxygenase-2 (COX-2). C6 thé han ché cac tac dung khong
mong mudn cia thube bang cach dung lidu cin thiét thip nhit c6 thé trong thoi gian diéu tri can
thiét ngén nhat c6 thé.
Véi nhitng bénh nhéan hen suyén kém viém miii man tinh, viém xoang mén tinh va/hoidc polyp
miii, ¢6 nguy co di tng khi sir dung acid acetylsalicyluc va/hodc cac thudc chong viém khong
steroid cao hon so v&i nhimg bénh nhén khac.
Str dung thudc nay cé thé khoi phat cac con hen dic biét 1a & nhitng bénh nhan di (g véi acid
acetylsalicylic hoac NSAIDs.
Ngwoi gia
Ngudi gia c¢6 nguy co cao gip cac tac dung khong mong mudn khi dung céc thuée NSAID, dic
biét 1a xuat huyét tiéu hoa hoic thing da day ¢ thé dan dén tir vong.
Tac dung phu trén dwong tiéu hoa
Chay mau, loét hodc thiing dudng tiéu hoa cé thé din dén tir vong da duoc ghi nhan dbi véi tat ca
cac NSAIDs bét ki luc nao trong khi diéu tri ma khong nhét thiét ¢6 dau hiéu canh bao hoic c6
tién sir gap cac phan ung bat loi trén dudng tiéu hoa.
Nguy co chay mau, loét, va thung da day tang khi liéu sir dung tang & nhiing bénh nhan c6 tién sir
loét, dac biét trong trudong hop loét hodc thing c6 bién ching ciing nhu & ngudi gia. O nhimg
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bénh nhéan nay, can bt dau diéu tri vai lidu thip nhét c6 thé. Can sir dung thém céc thude bao vé
niém mac (VD nhu misoprostol hodc cac chat irc ché bom proton).

Can dirng ding thudc khi bénh nhan xuét hién chay mau hodc loét & nhimg bénh nhan diéu tr
bang Antarene Codeine 200mg/30mg.

Cén than trong va giam sat chit ch& khi sir dung cac thuéc NSAIDS 6 nhitng bénh nhan c6 tién sir

méc céc bénh dudng tiéu héa (viém loét dai trang, bénh Crohn) do nguy co c6 thé 1am xau di tinh -
trang bénh. / /

Tac dung phu trén tim mach va mach mau nao

Cén giam sat ddy di & nhiting bénh nhan c6 tién sir ting huyét ap va/hodc suy tim nhe dén trung
binh, d c6 nhiing bao cdo vé& nhimg trudng hop bi giir nude hodc phi lién quan dén diéu tri bing
NSAIDs.

Cac thu nghiém lam sang va cac sb liéu dich t& hoc da cho thz"iy viéc sir dung ibuprofen dac biét la
& lidu cao (2400mg/ngay) va trong thoi gian dai c6 thé lam ting nhe nguy co xay ra cic bénh
huyét kh6i dong mach (VD nhu nhdi mau co tim hodc dot quy). Tuy nhién, cac dit liéu dich t&
hoac khong cho ring mirc lidu thip cua ibuprofen < 1200mg/ngay lam ting nguy co xdy ra nhdi
mau co tim.

O nhimng bénh nhén c6 ting huyét 4p khong kiém soat, suy tim sung huyét, bénh tim thiéu mau
cuc b, bénh dong mach ngoai bién va/hoic tién sir dot quy (bao gdm thiéu mau cuc bd tam thoi)
chi nén duoc diéu tri bing ibuprofen sau khi dugc kham xét can thén.

Cén than trong xem xét trude khi bét dau diéu tri dai han & nhirg bénh nhan co cac yéu t6 nguy
co mic cac bénh tim mach (nhu ting huyét ap, ting lipid mau, dai thao dudng hay hat thudc 14).

Tac dung phu trén da

Céc phéan tmg da nghiém trong, mot sd c6 thé gay tir vong, gdm c6 viém da tréc vay, hdi chimg
Stevens-Johnsons va hoi chig Lyell hiém khi duoc bao cdo d6i véi diéu tri bang NSAIDS.

Ti 1& xay ra cac phan trng phu nay thuong xay ra khi bt dau diéu tri, thoi gian khoi phéat khac
nhau, trong phén 1én cac truong hop 1a trong thang diéu tri dau tién.

Can dirng dung thudc khi xuét hién phat ban da, ton thuong niém mac hoéc bét ki d4u hiéu qua
man nao.

Suy than chirc nang
Céc thubc NSAIDs trc ché tac dung gisn mach cia cac prostaglandin & than nén c6 thé gy suy
thén chirc ning do giam t6c do loc ciu than. Tac dung phu nay phu thudc vao lidu.
Khi bat ddu diéu tri hodc sau khi tang lidu, can giam sat luong nudc tiéu va chirc ning than &
nhimg bénh nhan c6 cac yéu té nguy co sau:

- Ngudi gia

- Dang str dung cac thube nhu rc ché men chuyén, chen thu thé AT, thude loi tiéu

-



- Giam thé tich tudn hoan do bat ki nguyén nhan gi
- Suytim

- Suy thdn mén tinh

- Hoi ching théan hu

- Viém cau than Lupus

- Xo gan mét bu

Gan | /}[[ :

Suy giam chirc nang gan

Giir nwéce

Giir nuéc ¢ nguy co phil, ting huyét ap, suy tim ning. Cam giam sat chit ché trén ]am sang ngay
tir khi bat dau diéu tri déi voi nhitg bénh nhan tang huyét ap hodc suy tim. Sir dung ibuprofen c6
thé lam giam tac dung diéu tri cua cac thudc ha huyét ap,

Tang kali mau

C6 thé xay ra tang kali mau & nhimg bénh nhan méc dai thao dudng hoic dang diéu tri dong thoi
v6i cac thube 1am tang kali mau. Can thudng xuyén theo doi kali mau trong nhing trudong hop
nay.

Khéng ding thuéc nay khi dang diéu tri v6i mot thude chéng viém khong steroid khac, voi thude
chbéng déong, lithium, acid acetylsalicylic & lidu giam dau, ha s6t hodc chdéng viém, methotrexat
liéu > 20mg/tudn, heparin trong luong phan tir thap va heparin khong phan doan (¢ liéu diéu tri
va/hoic trén ngudi gia), pemetrexed, & bénh nhan co chirc ning than kém dén trung binh.

% Ibuprofen gidng nhu bat ki chét wrc ché tong hop cyclooxygenase va prostaglandin, c6 thé
lam giam kha ning sinh san. Khéng khuyén cdo sir dung thubc nay & nhing bénh nhan cé
du dinh mang thai.

% Trong trudng hop rdi loan thi giac, can kham mét day du

Trong thoi gian diéu trj kéo dai, nén theo ddi cong thirc mau, chirc ning gan va than

Thudc c6 chira chit tao mau azo (E 110) va c6 thé gay ra phan tng di tmg.

R/
Lo

+,
0'.

Péi véi codein

Diéu trj kéo dai vdi lidu cao codein co thé dan dén tinh trang phu thudc thube.
Khéng udng rugu khi dang sir dung thude.

Trong truomg hop tiang ap luc ndi so, sir dung codein cé thé lam tram trong thém.

O nhitng bénh nhan cit bo tii mat, codein c6 thé gy ra tridu ching dau bung cép lién quan dén
mét hodc tuy ciing véi cac chi s6 xét nghiém bat thudong va cé ddu hidu cua su rdi loan van dong
co vong Oddi.

Trong trudng hgp ho ¢ dom, codein c6 thé ic ché ho.



Ngudi gia: bat dau diéu tri véi liéu bang nira liéu khuyén céo sau do tang lieu tuy thude vao dap
tmg cua bénh nhan.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Phu nir co6 thai

< Ibuprofen | / ([[/
// |

- Kha nédng gay quai thai: trong 3 thang dau

Nghién ciu trén dong vat khong cho tha“iy kha nang gdy quai thai. Tir nghién ctru trén dong vat,
kha ning gy quai thai & nguoi la co thé khong xay ra. Hién nay, nhitng tac nhan gy quai thai &
ngudi da duge ching minh 1a gy quai thai ¢ dong vat. O nguoi, chua c6 bao cao nao vé viéc sir
dung thudc trong 3 thang dau gy quai thai. Tuy nhién, can cé nhimg nghién ciru dich t& hoc dé
khang dinh diéu nay.

- Doc tinh trén thai nhi va tré so sinh: 3 thang giita va 3 thang cudi cia thai ki: dbi v&i cac
thude trc ché tong hop prostaglandin néi chung

Viéc sir dung thudc trong 3 thang giira va 3 thang cudi cua thai ki: \

= Suy giam chirc ndng than: Y\

o

C6 thé quan sat thdy ngay tir tudn thir 12: thiéu 6i (thudng phuc hdi ngay khi ngimg diéu tri) l.g,pz#: )

x€t nghiém bat thudng qua dich mang bi dac biét khi st dung thubc trong thoi gian dai 2%
ai

Tré so sinh: suy than (h6i phuc hoic khong) dic biét khi dung thudc & nhig thang cubi vﬁ
ngay (v6i nguy co tang kali mau ning)

= Nguy co suy tim phdi:

Thai nhi bi co thit mét phin hodc toan bé dng dong mach. Thit éng dong mach c6 thé xay ra tir 5
thang tudi va cé thé dan dén suy tim phai & thai nhi hodc tré so sinh thdm chi 12 chét thai. Nguy co
nay cao hon khi diing thudc & nhimng thang cudi (it hdi phuc).

= K<éo dai thoi gian chay mau ¢ ca me va tre
Do dé:
- Thai dudi 12 tudn: chi sir dung Antarene Codeine 200mg/30mg khi can thiét

- Thai tir 12 tuan dén 24 tuan: ding thudc trong thoi gian ngin néu thuc su can thiét. Khong
sir dung thudc trong thoi gian dai.

- Thai trén 24 tuan tudi: chong chi dinh sir dung thudc. Trong truomg hop vé tinh sir dung
thude, can phai giam sat chirc nang tim than cua thai nhi va/hoac tré so sinh. Thoi gian
giam sat phu thudc vao thdi gian ban thai cta thudc.

s Codein



Céc nghién ciru trén dong vét cho thdy sir dung codein giy quai thai. Trén ldm sang, mic dit mot

s6 nghién ciru bénh-chiig cho thiy codein lam ting nguy co mic bénh tim bim sinh, cac nghién

ctru dich t& hoc khong cho thay nguy co xay ra quai thai.

C6 thé thinh thoang sir dung thudc khi dang mang thai & bét ki giai doan nao néu can thiét tuy
nhién khong sir dung dai han. Néu sir dung thudc trong giai doan cudi cua thai ky, can nhéc nhiing

tac dung gibng morphin ctia thuc (nguy co e ché hé hdp & tré so sinh khi ding thudc liéu cao
trude khi sinh, hoi chimg cai thudc néu ding thube dai ngay khi mang thai). // /.

Phu nir dang cho con bu:

Ibuprofen va codein déu bai tiét vao sira me. Mot sb truomg hop 1am giam truong luc va ngimg ho
hép da dugc ghi nhan ¢ tré sau khi ba sirta me ¢ liéu duy tri. Do do, chéng chi dinh dung thude
trong thoi gian cho con bu.

ANH HUOGNG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC
Canh bao bénh nhan c6 thé bi chéng mat va nhin mo. Thén trong khi lai xe va van hanh may méc.
TUONG TAC THUOC
Péi voi Ibuprofen
Tang kali mdu:
Mét sb thude co thé lam gay tang kali mau: mudi kali, thube loi tiéu giir kali, thudc Gc ché men
chuyén, thuéc déi khang angiotensin 11, thudc chdng viém khéng steroid, heparin (trong luong
phan tir thip hoac khong phan doan), thube (rc ché mién dich nhu ciclosporin hodc tacrolimus,
trimethoprim.
Phéi hop sir dung véi cac thude nay s& lam tiang nguy co ting kali mau. Pac biét khi két hop véi
thudc loi tiéu gitr kali, phdi hop giira cac thude nay hodc véi mubi kali hoac phdi hop thude tc
ché men chuyén v6i NSAIDs, can than trong trong nhiing trudng hop nay.
Tuy nhién v&i mdt s6t thudc nhu trimethoprim, khéng c6 tuong tac cu thé dé gy ra nguy co nay
nhung van cin xem xét nhu mét yéu t6 nguy co vi thude nay cso thé phdi hop véi cac thude khac
d& cép o trén.
Viée sir dung dong thoi ibuprofen véi cac thude dudi ddy can rét than trong
Khéng nén phoi hop

- Cac thude NSAIDs khéac: ting nguy co chay mau va loét da day

- Acid acetylsalicylic ¢ lidu chéng viém (> 1g/lan hodc > 3g/ngay) hodc & liéu giam dau

hodc ha sét (> 500mg/lan va‘hodc < 3g/ngay): ting nguy co chay mau va loét da day.
- Thubc chéng dong mau dudng ubng: ting nguy co chay mau cia cac thude chéng déng
(ton thuong niém mac da day do NSAIDS. Céc thudc NSAIDs c6 thé lam ting tac dung



cta cac thudc chéng dong nhu warfarin. Trong trudong hop bt budc phai phbi hop, can
giam sat lam sang va xét nghiém sinh hoc chat ché.

Heparin khong phan doan, heparin phan tir lugng thap va dong phan (& liéu diéu tri
va/hoic & nguoi gid): gia ting nguy co chay méau (t6n thuong niém mac da day do

sinh hoc chat ché.

NSAIDs). Trong trudng hop bét budc phai phdi hop, cin gidm sat 1am sang va xét nghiéﬁ[(z

Lithium: gy tang nong do lithi trong mau dén ngudong gay doc (giam bai tiét qua thénj./

Trong trudng hop bat budc phai phdi hop, can giam sat ndng do liti trong huyét thanh va
diéu chinh liéu khi ph6i hop va sau khi ngimg ding NSAIDs.
Methotrexat, sir dung & liéu > 20mg/tuan: Tang doc tinh trén huyét hoc cia methotrexat

(giam do thanh thai qua than ciia methorexat).

Pemetrexed (bénh nhén cé chirc ning than yéu dén trung binh, d6 thanh thai creatinin tir
45ml/phiit dén 80ml/phut): ting ddc tinh ctia pemetrexed (giam do thanh thai qua than).

Thin trong khi phoi hop

Ciclosporin, tacrolimus: gdy doc cho thén dic biét & ngudi gia. Gidm sat chirc ndng than.

Thudc loi tiéu, e ché men chuyén, dbi khang angiotensin II: suy than cdp tinh & nhing
bénh nhan ¢6 nguy co (ngudi gid va/hodc mét nudce) do giam dd loc cu than. Giam tac
dung ha huyét a4p. Lam bénh nhan mat nudc. Can giam sat chirc nang than.

Methotrexat, sir dung & liéu > 20mg/tuan: Tang doc tinh trén huyét hoc ciia methotrexat
(giam do thanh thai qua than cta methorexat). Gidm sat céng thirc mau hang tuan trong
nhig tudn ddu tién str dung thudc. Tang cudng giam sat néu co bat ki thay do6i nao (du
nho) chirc nang than va & nguoi gia.

Pemetrexed (bénh nhén c6 chirc niang than yéu dén trung binh, do thanh thai creatinin tir
45ml/phut dén 80ml/phiit): ting doc tinh clia pemetrexed (giam d¢ thanh thai qua thén).

Cain nhdc khi phoi hop

Acid acetylsalicylic & liéu chéng két tap tiéu ciu (50mg dén 375mg/ngdy): ting nguy co
chay mau va loét da day. Hon nifa, cac dir liéu dich té cho théy ibuprofen cé thé trc ché tac
dung chdng két tap tiéu cdu cua acid acetylsalicylic liéu thdp khi ding dong thoi. Tuy
nhién, nhitng han ché vé dir liéu in vivo va ngoai suy trén 1am sang nén chua co két luan
vé viéc sur dung thuong xuyén ibuprofen; ngoai ra, khi thinh thoang sir dung ibuprofen
nhiing tac dung phu trén 14m sang it xuat hién hon.

Céc thudc chdng két tap tiéu cdu va trc ché thu hoi chon loc serotonin (SSRI): ting nguy
co chay mau va loét da day

Thudc chen beta (trir esmolol): Giam tac dung ha huyét ap (e ché su giin mach cia
prostaglandin va giir natri di v6i pyrazolon



Deferasirox: Tang nguy co chay mau va loét da day

Glucocorticoid (trir 1iéu phap thay thé hydrocortison): Tiang nguy co chay mau va loét da
day

Heparin phén tir luong thdp va dong phan va heparin khong phan doan (& liéu du phong):
ting nguy co chay mau

D6i véi Codein /{((L
Khéng nén phéi hop //

Chét ddi véan oipoid (buprenorphin, nalbuphin, pentazocin): giam tic dung giam dau do
canh tranh gén véi receptor opioid va gdy ra hoi chimg cai thudc

Ruou: ting tac dung an than cua codein. Can than trong khi lai xe va van hanh may moc.
Khéng udng cac loai dd ubng c6 chira con va thube cé chira con

Naltrexone: giam tac dung giam dau. Néu cén thiét, c6 thé tang liéu codein

Cin nhdc khi phoi hgp

Céc chét giam dau dbi véan opioid khéc: alfentanil, dextromoramide, dextropropoxyphene,
dihydrocodein, fentanyl, hydromorphone, morphine, oxycodone, pethidine, phenoperidine,
remifentanil, sufentanil, tramadol, thuéc giam ho tuong tu morphin (dextromethorphane,
noscapine, pholcodine), thuéc giam ho morphin (codein, ethylmorphin), nhém thube
benzodiazepin, barbiturat, methadon: gay trc ché ho hép, c6 thé dan dén tir vong trong
truong hop qua liéu

Thudc an than khéc: cac dan xut ciia morphin (thude giam dau, thude giam ho), thudc an
than, barbiturat, benzodiazepin, thudc giai lo au khac benzodiazepin (meprobamat), thude
ngi, thude chdng trAm cam (amitriptylin, doxepin, mianserin, mirtazapin, trimipramin),
thudc khang histamin H1, thudc an than, thudc diéu tri ting huyét ap, baclofen va
thalidomid: tang nguy co trAm cam. C6 thé gay nguy hiém khi l4i xe hodc van hanh may
moc.

TAC DUNG KHONG MONG MUON CUA THUOC

Phan tmg qua man da duoc bao céo ¢ thé bao gom:

a) Phan tmg qua man khong dic hiéu va soc phan vé

b) Phan tmg dudng hé hip, vi du: hen suyén, hen suyén tram trong, co thét phé quan, kho thé

¢) Cac phan (ng trén da khac nhau, vi du: ngira, n6i mé day, phit mach va hiém khi xuét hién cac
triéu chimg xuat huyét va bong da (bao gém hoai tir biéu bi va ban d6 da dang)

Ibuprofen



Céc tac dung phu sau ddy lién quan dén kinh nghiém sir dung ibuprofen & lidu OTC, trong thoi
gian ngén. Dung lau dai trong diéu tri cac bénh man tinh, c6 thé xay ra thém cac tic dung phu
khac.

Khong hay gip: Cac phan (g qua man nhu ndi mé day va ngra.

Phan vng qua man: /@

Rét hiém gip: phan ng qué man nang. Céc tridu chimg c6 thé 13: sung mat, ludi va phii né thanh
quan, kho thd, nhip tim nhanh, ha huyét ap, (sbc phan v¢, phu mach hodc sbc ning).

Dot cap cuia bénh hen suyén va co thit phé quan.

Tiéu hoa:

Cac tac dung phu thuong gip nhat & duong tiéu hoa.

Khong hay gap: dau bung, budn ndn va khé tiéu.

Hiém gap: tiéu chay, ddy hoi, tdo bon va 6i mira

R4t hiém gap: loét da day, thing hodc xuat huyét tiéu hoa, di ngoai phan den, xut huyét, doi khi
gdy tir vong, dac biét 1a & ngudi cao tudi. Viém loét miéng, viém da day.

Dot cap cia viém dai trang va bénh Crohn

H¢ than kinh:

Khéng hay gip: Nhirc du, m& mét

Rét hiém gap: Viém mang ndo v6 tring— rat hiém nhiing trudng hop don 1¢ da dugce bao cdo. 1y .
N )O

T i )
R4t hiém gap: Suy than cdp tinh, hoai tir nhu, diic biét la sir dung lau dai, két hop véi tang/k\@/
huyét thanh va phu né. g
Gan:

Rat hiém gép: roi loan vé gan.
Réi loan tao mau:

Rat hiém gap: Réi loan tao mau (thiéu mau, giam bach ciu, giam tiéu cau, giam toan thé huyet
cau, mat bach cau hat. Dau hiéu dau tién la: sot, dau hong, loét miéng nong, cac triéu chirng giong
cam, kiét strc nang, chay mau khong rd nguyén nhéan va bam tim.

Réi loan da va mé dudi da:
Khong hay gép: Phat ban da khac nhau

R4t hiém gap: Céac dang phan (g da nghiém trong nhu bong, hdi ching Stevens-Johnson, hong
ban da dang va hoai tir thugng bi nhiém doc c6 thé xay ra.
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Khong rd: Phan Gng véi bach céu ua eosin va triéu chirng toan than (hoi chimg DRESS).
Hé thong mién dich:

O nhiing bénh nhan ¢ rdi loan tu mién dich (nhu lupus ban do hé théng, bénh mo lién két téng
hop) trong khi diéu tri bang ibuprofen quan sit thiy cic triéu chimg viém mang ndo v tring,
chéng han nhu ¢ cimg, nhirc du, budn non, ndn, sét hodic mat phuong hudng (xem phan 4.4).

Tim mach va mach mdu ndo. / / (L

[/

Phii né, ting huyét 4p, va suy tim, da duoc béo cao lién quan dén diéu tri véi NSAID.

Céc nghién ciru 1am sang cho thdy sir dung ibuprofen, dic biét & lidu cao (2400 mg/ngay) c6 thé
lam ting nguy co cac bién ¢ huyét khoi dong mach (vi du nhdi mau co tim hodc dot quy)

< Codeine
Téc dung phu cia codeine bao gdm tdo bon, suy hd hép, (e ché ho, budn non va budn ngu.

Viéc sir dung codein thudng xuyén kéo dai din dén gdy nghién va cac triéu ching nhu bon chon
va kho chiu co the xay ra khi ngimg diéu tri.

Viéc sir dung kéo dai mét loai thude giam dau cho dau dau kéo dai c6 thé 1am cho ching tré nén
té hon.

Bdo cdo cdc phan img bat loi nghi ngo

Bao céo cac phan (ng c6 hai nghi ngo sau khi thudc duge cap phép dé tiép tuc theo ddi loi
ich/nguy co ctia san pham thudc.

QUA LIEU VA CACH XU TRi
< Ibuprofen
Triéu chung:
- Khéng trdm trong: budn nén, nén, budn ngii, hon mé
- Tram trong: co giat, ton thuong dudng tiéu héa, tén thuong than
Xur tri
- Chuyén vao khoa cip ctru
- Rira da day, dung than hoat tinh
- Diéu tri triéu ching
+«» Codein
Triéu chimg:

- Nguoi I6n: te ché trung tam hé hép cap tinh (tim tai, thd cham), bubn ngu, phat ban, nén,
ngira, mét didu hoa, phii phoi
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- Tré em: (ngudng doc: 2 mg/kg liéu duy nhét): co thét ddng tir, th cham, ngimg hd hép, co
giat, d6 mat va phi mat, ndi mé day, bi tiéu

Xur tri

- Chuyén ngay vao khoa cip ciru

- Diéu tri biang naloxon
PAC TINH DUQC LUC HQOC [ (( [

; 5 ; [
Thudc bao gom hai hoat chét: / /

&

- Ibuprofen: thubc chong viém khong steroid (NSAID)
- Codein phosphat: thudc giam dau opioid
Ibuprofen 1a thubc chéng viém khéng steroid thudc nhém acid propionic, dan xudt cua acid aryl-

carboxylic. Ibuprofen trc ché su téng hop prostaglandin. Ibuprofen cé cac dic tinh sau:
- Giam dau
- Ha sot
- Chéng viém
- Ut ché su két tap tiéu cau
Codein la chét chu van opioid.
PAC TINH DUQC PONG HQC
<+ Ibuprofen
Duoc dong hoc ciia Ibuprofen tuyén tinh véi lidu diéu tri.
Hap thu
Thubc dat ndng do dinh trong huyét trong sau khoang 90 phit sau khi uéng thudc. Sau khi uéng
mot lidu duy nhat, ndng do thude trong huyét tuong ti 18 thudn véi liéu dung (Cpax = 30.3 + 4.7 pl
v6i liéu 400mg). Thirc an 1am cham sy hap thu cta ibuprofen.
Phin bé

Khéng c6 hién tuong tich lity thude dbi véi ibuprofen. Ti 1 thube gn véi protein huyét tuong 1a
99%.

& mang hoat dich, ndng dd cuia ibuprofen 6n dinh sau khoang tir 2-8 git ding thudc, Crmax trong
mang hoat dich x4p Xi V6i Cpay trong huyét tuong.

O phu nir dang cho con bi, sau khi udng 400mg ibuprofen mdi 6 gid, nong do ibuprofen trong sira
me 1a < 1mg mdi 24 gio,

Chuyén héa
Ibuprofen khong gy cam (g enzym. Ibuprofen chuyén héa 90% thanh dang khéng hoat tinh.

Bai tiét
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Ibuprofen chu yéu bai tiét qua nudc tiéu. Ibuprofen duoc thai trir hoan toan trong 24 gid trong dé
10% & dang khong dbi va 90% & dang chuyén héa khéng hoat tinh.

Thoi gian ban thai cua ibuprofen la khoang 2 gio.

Céc thong sb duoc dong hoc cua ibuprofen c6 thé thay ddi nho & nhitng bénh nhan suy gan va suy
than. Tuy nhién khong can thiét phai diéu chinh liéu trén nhimg bénh nhén nay.

% Codein / { [/

Codein hip thu tét. Sinh kha dung dudng udng ciia codein bang khoang 40 — 70% so voi dudng
tiém bap. Thudc dat ndng do dinh trong huyét tuong sau 1 gid va sau dé giam voi thoi gian ban
thai tir 2-4 gio. Codein duge chuyén héa thanh codein-6-glucoronid, morphin va norcodein.

Codein va céc chét chuyén hoa duoc thai trir gin nhu hoan toan qua than (85-90%), chii yéu dudi
dang lién hop glucoronic va duoc thai trir hoan toan sau 48 gio. Ti 1¢ thude dugce tim thdy trong
nude tiéu nhu sau: khoang 10% dudi dang morphin, 10% dudi dang norcodein, 50-70% dudi
dang codein. Khoang 25-30% codein lién két v6i protein huyét twong

QUY CACH PONG GOI: Hop 2 vi x 10 vién

PIEU KIEN BAO QUAN: Bao quan & nhiét do duéi 30°C. Noi khd mat, tranh anh sang.
HAN DUNG CUA THUOC: 36 thang ké tir ngay san xuat
TIEU CHUAN CHAT LUQNG: Nha san xuat.

TEN, PIA CHI CUA CO SO SAN XUAT THUOC:

Nha sin xuit:

Laboratoires SOPHARTEX

21 Rue du Pressoir, 28500 Vernouillet, Phap.

Theo hop dong véi:

Laboratoires ELERTE

181 - 183, rue André Karman - 93300 Aubervilliers, Phap




