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HUONG DAN SU DUNG THUOC

Ry Thube ban theo don

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

> Dé ngodi tam tay tré em.

» Doc ky hweomg dan sic dung trwce khi ding. 177
> Néu can thém théng tin xin hoi y kién thay thuoe /] { / ( ;

> Khong dwoc ding qud liéu chi dinh ,/://

THANH PHAN CONG THUC THUOC

Moi vién nén bao phim chira:

IBOPEOEEN . cuccsisvnsssmesmisenmssiosammssmsasmsmsvizion 200 mg ;
Codein phosphat hemihydrat..................... 30 mg '

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

DANG BAO CHE

Vién nén bao phim
CHI PINH.

Piéu tri cac con dau cép tinh & ngudi I6n, trung binh dén nang hodc & nhimg bénh nhén khong i
dap (g véi thude giam dau khong opioid.

CACH DUNG, LIEU DUNG

-

DPuong diung
Ubng thudc véi mot ly nuée 16n khéng nhai thude, t6t nhit 14 trong bira an.
Liéu diing

C6 thé giam cac tac dung khéng mong mudn cuia thuée bang cach ding liéu cén thiét thap nhat cé
thé va trong thdi gian diéu trj can thiét ngin nhat.

- Nguoi lon
Ding 1-2 vién tlly thudc vao mirc do dau, sau d6 dung 1 vién méi 4-6 gio. Khong dung qua 6
vién/ngay.

- Nguoi gia
Duge dong hoc cita ibuprofen khong bj thay ddi boi tudi. Tuy nhién can than trong khi ding
thuoc.
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M&i lan dung thude can cach nhau 6 gid, it nhét 1a 4 gior d6i voi lidu 200mg/30mg va it nhat 6 gio
dbi véi liéu 400mg/60mg.
CHONG CHI PINH

a7

- Tré em dudi 15 tudi /;,//
- Pang mang thai trén 5 thang tudi /%

- Quéa man vdi ibuprofen va bat ky ta duge nao cua thube

- C6 tién sir 1én con hen do sir dung ibuprofen hodc cic thude tuong tu: NSAIDS, acid
acetylsalicylic

- C6 tién sir xudt huyét hodc thung dudng tiéu hoa khi diéu tri bing cac thuéc NSAIDS

- Xuit huyét da day, xuat huyét nio hodc dang c6 xuat huyét

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

- Suy gan ning

- Suy than nang

- Suy tim nang

- Lupus ban dé hé théng

- Suy hé hép do tic dung Grc ché clia codein 1én trung tdm ho hap

- Phu nir dang cho con bu

CANH BAO VA THAN TRONG KHI DUNG THUOC

Khoéng sir dung df‘mg thoi Antaren codein 200mg/30mg vdéi céac thudc NSAIDS, bao gém ca
nhimg thude e ché chon lon cyclooxygenase-2 (COX-2). Co thé han ché cac tac dung khong
mong mudn cia thudc bing cach ding liéu cin thiét thip nhét c6 thé trong thoi gian diéu trj can
thiét ngin nhat c6 thé.

Véi nhimg bénh nhan hen suyén kém viém miii mén tinh, viém xoang man tinh va/hoiic polyp
mili, ¢6 nguy co di tmg khi sir dung acid acetylsalicyluc va‘hodc cic thude chéng viém khong
steroid cao hon so voi nhirng bénh nhan khac.

Str dung thudc nay co thé khai phat cac con hen déac biét la & nhimg bénh nhéan di ing véi acid
acetylsalicylic hodc NSAIDs.

Ngwdi gia

Nguoi gia co nguy co cao gip cac tdc dung khong mong muén khi ding cac thude NSAID, dic
biét la xuét huyét tiéu hda hodc thing da day cé thé dan dén tir vong.

Tac dung phu trén duwdng tiéu hba

Chay mau, loét hoac thung dudng tiéu hoa cé thé din dén tir vong da dugc ghi nhan dbi voi tat ca
cac NSAIDs bit ki ltic nao trong khi diéu tri ma khéng nhét thiét c6 dau hiéu canh bio hoic ¢6
tién sir gip céc phan (mg bat loi trén duong tiéu hoa.

Nguy co chay mau, loét, va thing da day tang khi liéu sir dung tang ¢ nhiing bénh nhan co tién sur
loét, dic biét trong trudng hop loét hodc thing ¢ bién chimg ciing nhu & ngudi gia. O nhimg

A
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bénh nhan nay, cin bit ddu didu tri voi lidu thdp nhét ¢6 thé. Can sir dung thém cac thude bao vé
niém mac (VD nhu misoprostol hoédc cac chét trc ché bom proton).

Can dirng dung thude khi bénh nhén xuat hién chay mau hodc loét & nhimg bénh nhén diéu tri
bing Antarene Codeine 200mg/30mg.

Cén than trong va giam sat chit ché khi sir dung cic thuéc NSAIDS & nhirng bénh nhan ¢é tién sur
méc céc bénh dudng tiéu héa (viém loét dai trang, bénh Crohn) do nguy co ¢o thé lam xau di tinh -
trang bénh.

Tac dung phu trén tim mach va mach mau nio é/

Cén giam sat day du & nhimg bénh nhén c6 tién sir tang huyét ap va/hoic suy tim nhe dén trung
binh, di c¢6 nhiing bao cdo vé nhimg truémg hop bi gilr nudc hodc phu lién quan dén diéu tri bang
NSAIDs.

Céc thir nghiém lam sang va céc s6 liéu dich t& hoc da cho thiy viée sir dung ibuprofen dic biét 1a
& lidu cao (2400mg/ngay) va trong thai gian dai cé thé lam ting nhe nguy co xay ra cac bénh
huyét khdi dong mach (VD nhu nhdi mau co tim hodc dot quy). Tuy nhién, céc dir liéu dich té
hoac khong cho ring mirc liéu thap cia ibuprofen < 1200mg/ngay lam ting nguy co xay ra nhoi
mau co tim,

O nhimg bénh nhén cd ting huyét ap khong kiém sodt, suy tim sung huyét, bénh tim thiéu mau
cuc bd, bénh dong mach ngoai bién va/hoic tién sir dot quy (bao gdm thiéu mau cuc bé tam thdi)
chi nén duoc diéu tri bing ibuprofen sau khi duoc kham xét cin thén.

Cén than trong xem xét trude khi bit ddu diéu tri dai han & nhimg bénh nhan c6 cac yéu to nguy
co méc cac bénh tim mach (nhu ting huyét 4p, tang lipid mau, dai thao dudmg hay hat thude 14).

Tac dung phu trén da

Céc phan (mg da nghiém trong, mét sd ¢6 thé gy tir vong, g6m c6 viém da troc vay, hoi chimg
Stevens-Johnsons va hoi ching Lyell hiém khi duoc béo cao dbi voi didu tri bﬁng NSAIDS.

Ti 1é xay ra cac phan (mg phu nay thuong xay ra khi bét dau diéu tri, thoi gian khéi phéat khéac
nhau, trong phan 16n cac truéng hop la trong thang diéu trj dau tién.
Cén dirng ding thudc khi xuat hién phat ban da, tén thuong niém mac hodc bét ki dau hiéu quéa
mén nao.
Suy thin chirc ning
Cac thude NSAIDs tre ché tac dung gian mach cua céc prostaglandin ¢ than nén co thé gay suy
than chirc nang do giam tdc do loc cau than. Tac dung phu nay phu thude vao liéu.
Khi bit diu didu tri hodc sau khi tang liéu, cin gidm sit lugng nudc tiéu va chirc nang thén &
nhimg bénh nhin cé céc yéu to nguy co sau:

- Ngudi gia

- Dang sir dung cée thube nhu (re ché men chuyén, chen thu thé AT, thudce loi tiéu

Sl

-



https://trungtamthuoc.com/

- Giam thé tich tuan hoan do bét ki nguyén nhan gi
- Suy tim

- Suy than man tinh

- HOoi chitng than hu

- Viém cau than Lupus

- Xo gan mét bu

Gan

Giir nwoc

Giir nude ¢6 nguy co phi, ting huyét ap, suy tim nang. Cdm giam sét chit ché trén |am sang ngay
tir khi bit ddu diéu tri d6i véi nhimg bénh nhan tang huyét p hoac suy tim. St dung ibuprofen c6
thé 1am giam tac dung diéu tri ctia cac thude ha huyét ép,

Tang kali mau

C6 thé xay ra tang kali mau ¢ nhitg bénh nhan méc dai thio dudng hoac dang diéu tri dong thoi
voi cac thude lam ting kali mau. Can thudong xuyén theo dai kali mau trong nhimg trudng hop
nay.

Khéng dung thude nay khi dang diéu tri véi mot thude chdng viém khong steroid khac, vai thude
chong déng, lithium, acid acetylsalicylic & liéu giam dau, ha s6t hodc chong viém, methotrexat
liéu > 20mg/tuan, heparin trong lugng phan tir thap va heparin khéng phan doan (¢ liéu diéu tri
va/hodc trén nguoi gia), pemetrexed, ¢ bénh nhan ¢6 chirc nang than kém dén trun g binh.

% Ibuprofen gidng nhu bat ki chét irc ché tong hop cyclooxygenase va prostaglandin, cé thé
lam giam kha nang sinh san. Khong khuyén cao sir dung thude nay & nhimg bénh nhan c6
du dinh mang thai.

Trong truong hop rdi loan thi gidc, can kham mét day du

Trong thoi gian diéu tri kéo dai. nén theo d&i cong thirc mau, chirc ning gan va than
Thudc c6 chira chat tao mau azo (E 110) va cd thé gay ra phan g dj (mg.
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D6i véi codein

Diéu trj kéo dai véi liéu cao codein c6 thé dan dén tinh trang phu thude thude.
Khong uéng ruou khi dang sir dung thude.

Trong trudng hop ting ap luc ndi so, sir dung codein c¢é thé lam tram trong thém.

O nhirng bénh nhan cit bo tii mét, codein c6 thé gdy ra triéu chimg dau bung cip lién quan dén
mat hodc tuy cung véi cac chi sO xét nghiém bat thudng va co dau hiéu cua su rdi loan van dong
co vong Oddi.

Trong trudng hop ho co dom, codein co thé irc ché ho.

AL
Suy giam chirc nang gan /

PH

s
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Ngudoi gia: bat ddu diéu tri véi lidu bing nira liéu khuyén cdo sau do tang liéu tiy thudc vao dap
(g ctia bénh nhan.

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

Phu ni¥ c6 thai
+ Ibuprofen Vg
Kh P i thai 3 thang d3 ///(([
- a nang gay quai thai: trong 3 thang dau /
Nghién ctru trén dong vat khong cho thdy kha nang gdy qudi thai. Tir nghién ciru trén dong vat,
kha ning gy quai thai & ngudi la c6 thé khong xay ra. Hién nay, nhimg tic nhan giy qudi thai &
ngudi da duge chimg minh la gay qudi thai & dong vat. o) ngudi, chua cé bdo cao nao vé viée sir
dung thubc trong 3 thang dau gy quéi thai. Tuy nhién, cin c6 nhitg nghién ciru dich té hoc dé
khang dinh diéu nay.
- Poc tinh trén thai nhi v tré so sinh: 3 thang giita va 3 thang cudi ciia thai ki: dbi véi cac
thude (re ché tng hop prostaglandin néi chung

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

= Suy giam chirc nang théan: PANAY

C6 thé quan sat thdy ngay tir tuan thi I2 thiéu 6i (thuomg phuc hbi ngay khi ngimg diéu tri) h,pqc
xét nghiém bét thuong qua dich mang 6i dac biét khi sir dung thude trong thoi gian dai 0//

&

Tré so sinh: suy than (hdi phuc hodc khéng) dic biét khi dung thude & nhimg thang cudi vé ai
ngay (vai nguy co tiang kali mau nang)

= Nguy co suy tim phoi:

Thai nhi bi co thit mot phan hodc toan bd dng dong mach. Thit dng dong mach c6 thé xay ra tir §
thang tudi va ¢6 thé din dén suy tim phai & thai nhi hodc tré so sinh tham chi Ia chét thai. Nguy co
nay cao hon khi ding thu6e & nhirng thang cudi (it hdi phuc).

* Kéo dai thoi gian chay mau ¢ ca me va tré

-

Do do:

b

- Thai dudi 12 tuan: chi sir dung Antarene Codeine 200mg/30mg khi can thiét

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

- Thai trén 24 tudn tudi: chng chi dinh sir dung thudc. Trong truémg hop vé tinh sir dung
thube, can phai gidm sat chirc nang tim than cia thai nhi va/hodc tré so sinh. Thoi gian
giam sat phu thudc vao thai gian ban thai cua thudc.

< Codein
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Cac nghién ciru trén dong vét cho thay sir dung codein giy quai thai. Trén lam sang, mic dii mot
s6 nghién ciru bénh-chimg cho thdy codein l1am ting nguy co mic bénh tim bam sinh, cac nghién
ciru dich t& hoc khong cho thdy nguy co xay ra quai thai.
Co thé thinh thoang st dung thude khi dang mang thai & bét ki giai doan nao néu can thiét tuy
nhién khong sir dung dai han. Néu sir dung thude trong giai doan cudi ciia thai ky, can nhic nhiing
tic dung gibng morphin cta thudce (nguy co (e ché hd hip & tré so sinh khi dung thudc lidu cao .
trude khi sinh, hi chimg cai thude néu diing thuée dai ngay khi mang thai). /,;:ﬁ- //{

L -
Phu nir dang cho con bu: /
Ibuprofen va codein déu bai tiét vao sira me. Mot sb truong hop lam giam truong luc va ngimg hd
hap da duoc ghi nhin & tré sau khi b sita me & liéu duy tri. Do dé, chong chi dinh diing thude
trong thoi gian cho con ba.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC
Canh bao bénh nhan c6 thé bi chéng mat va nhin mo. Than trong khi 1ai xe va van hanh mdy méc.
TUONG TAC THUOC

Pii v6i Tbuprofen

Tang kali mdu:

Mot s6 thude co thé lam gay tang kali mau: mudi kali, thudc loi tiéu giir kali, thudc (rc ché men
chuyén, thuéc dbi khang angiotensin II, thuéc chéng viém khéng steroid, heparin (trong lugng
phan tir thap hodc khéng phan doan), thudc (rc ché mién dich nhu ciclosporin hodc tacrolimus,
trimethoprim.

Phébi hop sir dung véi cac thude nay s& lam tang nguy co ting kali mau. Dac biét khi két hop véi
thude loi tiéu giir kali, phdi hop gitra céc thude nay hodc véi mubi kali hoac phdi hop thude e
ché men chuyén vdi NSAIDs, can than trong trong nhitng trudng hop nay.

Tuy nhién véi mét sot thude nhu trimethoprim, khéng ¢é tuong téc cu thé dé gay ra nguy co nay
nhung van cin xem xét nhu mot yéu t nguy co vi thude ndy cso thé phéi hop véi cac thudc khac
dé cap o trén.
Viée sir dung déng thoi ibuprofen véi cac thude dudi day can rét than trong
Khong nén phéi hop
- Cac thudc NSAIDs khéc: ting nguy co chay mau va loét da day
- Acid acetylsalicylic & liéu chéng viém (> 1g/lin hodic > 3g/ngay) hodc & liéu giam dau
hoic ha sot (> 500mg/lan va‘hodc < 3g/ngay): ting nguy co chay mau va loét da day.
- Thubc chéng déng mau dudng udng: tang nguy co chay mau cua cac thudc chéng dong
(tén thuong niém mac da day do NSAIDS. Céac thude NSAIDs co thé lam tang tac dung
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ciia cac thude chéng déng nhu warfarin. Trong trudng hop bét bude phai phdi hop, cén
giam sat lam sang va xét nghiém sinh hoc chat ché.

Heparin khong phan doan, heparin phan tir lugng thip va dong phan (¢ liéu dicu tri
vi/hodc O ngudi gia): gia tdng nguy co chay mau (ton thuong niém mac da day do

4
Fy

NSAIDs). Trong truéng hop bit buge phai phdi hop, cin gidm sat 1am sang va xét nghiém /{({

sinh hoc chit ché.

//
Lithium: gdy ting nong do lithi trong mau dén ngudng gy doc (giam bai tiét qua lhémf/

Trong truomg hop bt budc phai phdi hop, cin giam sat ndng dé liti trong huyét thanh va
diéu chinh lidu khi phbi hop va sau khi ngimg ding NSAIDs.

Methotrexat, sir dung ¢ liéu > 20mg/tuan: Tang doc tinh trén huyét hoc clia methotrexat
(giam do thanh thai qua than cia methorexat).

Pemetrexed (bénh nhéan c6 chirc nang thén yéu dén trung binh, do thanh thai creatinin tir
45ml/phut dén 80ml/phit): ting doc tinh clia pemetrexed (giam do thanh thai qua thén).

Than trong khi phoi hop

Ciclosporin, tacrolimus: gdy doc cho than dac biét & nguoi gia. Giam sat chire nang théan.

Thudc 1gi tiéu, trc ché men chuyén, d6i khang angiotensin II: suy than cép tinh & nhimg
bénh nhan cé nguy co (ngudi gia vashodic mét nudc) do giam do loc cau than. Giam tac
dung ha huyét ap. Lam bénh nhan mat nudc. Can gidm st chirc nang than.

Methotrexat, st dung & liéu > 20mg’tu§n: Tang doc tinh trén huyét hoc cua methotrexat
(giam do thanh thai qua than cia methorexat). Giam sat cong thirc mau hang tuin trong
nhimg tudn dau tién sir dung thudc. Tang cudng gidm sat néu c6 bét ki thay doi nao (du
nho) chirc nang than va ¢ ngudi gia.

Pemetrexed (bénh nhin c6 chirc niang than yéu dén trung binh, dé thanh thai creatinin tir
45ml/phut dén 80ml/phiit): tang ddc tinh ctia pemetrexed (giam do thanh thai qua than).

Cén nhdc khi phéi hop

Acid acetylsalicylic & liéu chéng két tap tiéu cau (50mg dén 375mg/ngay): tAng nguy co
chay mdu va loét da day. Hon nira, cac dir liéu dich té cho th:?iy ibuprofen cé thé trc ché tac
dung chdng két tap tiéu cau cua acid acetylsalicylic lidu thap khi dung dong théi. Tuy
nhién, nhimg han ché vé dir liéu in vivo va ngoai suy trén lam sang nén chua cé két ludn
vé viéc sir dung thudng xuyén ibuprofen; ngoai ra, khi thinh thoang sir dung ibuprofen
nhimg tac dung phu trén 1am sang it xuat hién hon.

Céc thube chong két tap tidu cdu va trc ché thu hdi chon loc serotonin (SSRI): tang nguy
co chay mau va loét da day

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

~ I
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Déi véi Codein ( ’ [ (C

Deferasirox: Tang nguy co chay mau va loét da day

Glucocorticoid (trir liéu phap thay thé hydrocortison): Tang nguy co chay méu va loét da
day

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

Khéng nén phéi hop Lo

Chat d6i van oipoid (buprenorphin, nalbuphin, pentazocin): giam tac dung giam dau do
canh tranh géin vdi receptor opioid va gay ra hoi chimg cai thubc

Ruou: tang tic dung an thin ctia codein. Cén thén trong khi ldi xe va van hanh méay moc.
Khéng udng cac loai db ung cé chira con va thude ¢ chira con

Naltrexone: giam tac dung giam dau. Néu can thiét, co thé tang lidu codein

Cén nhdc khi phéi hop

Céc chat giam dau d6i van opioid khéc: alfentanil, dextromoramide, dextropropoxyphene,
dihydrocodein, fentanyl, hydromorphone, morphine. oxycodone, pethidine, phenoperidine,
remifentanil, sufentanil, tramadol, thubc giam ho tuong ty morphin (dextromethorphane,
noscapine, pholcodine), thude giam ho morphin (codein, ethylmorphin), nhém thube
benzodiazepin, barbiturat, methadon: gdy (rc ché hd hap, c6 thé din dén tir vong trong
truomg hop qua liéu

Thubc an than khéc: cac dan xuit ctia morphin (thuéc giam dau, thube giam ho), thube an
than, barbiturat, benzodiazepin, thudc giai lo au khac benzodiazepin (meprobamat), thuéc
ngi, thudc chéng trim 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 trdim cam. C6 thé gay nguy hiém khi lai xe hoac van hanh may
moc.

TAC DUNG KHONG MONG MUON CUA THUOC

Phan (mg qua man da duge bao céo co thé bao gobm:

a) Phan {mg qua min khong dac hiéu va sbc phan vé

b) Phan (mg dudng ho hap, vi du: hen suyén, hen suyén trdm trong, co thit phé quan, khoé the

¢) Céc phan (ng trén da khéc nhau, vi du: ngira, ndi mé day, phi mach va hiém khi xuét hién cac
triéu chimg xuét huyét va bong da (bao gdm hoai tir biéu bi va ban do da dang)

Ibuprofen

Pl

‘Al
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Céc tac dung phu sau ddy lién quan dén kinh nghiém sir dung ibuprofen & lieu OTC, trong théi
gian ngan. Ding lau dai trong diéu tri cdc bénh man tinh, c6 thé xay ra thém cac tac dung phu
khac.

Phan itmg qud man: /,([ /
Khong hay gap: Cac phan (mg qua man nhu néi mé day va ngira. / /

R4t hiém giip: phan (mg qua man nang. Cac triéu chimg co thé 1a: sung mat, ludi va phi né thanh
quan, khé thé. nhip tim nhanh, ha huyét ap, (sbc phan vé, phu mach hodc soc nang).

Pot cip ctia bénh hen suyén va co that phé quan.
Tiéu hoa:

Céc tac dung phu thuong gip nhat & duong tiéu hoa.
Khéng hay gap: dau bung, budn nén va khé tiéu.
Hiém gap: tiéu chay, day hoi, tdo bon va 6i mira

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

Pot cép cua viém dai trang va bénh Crohn :
Hé than kinh: :
Khong hay gap: Nhirc ddu, mo mit '

Rét hiém gap: Viém mang ndo vo trung— rat hiém nhimg truong hop don 1€ di dugc bao céo. y f,\
Thin: N ] 0 kll
‘ 'M ’A-/

R4t hiém gap: Suy than cap tinh, hoai tir nhii, dic biét la sir dung lau dai, két hop véi tﬁnﬁ {fé /
huyét thanh va phii né. >

Gan:
R4t hiém gap: r6i loan vé gan.
Roi loan tao mau:

Rét hiém gap: Réi loan tao mau (thiu mau, giam bach cdu, giam tiéu ciu, giam toan thé huyéi
cdu, mét bach ciu hat. Du hiéu dau tién la; sot, dau hong, loét miéng nong, cac triéu chimg giong
ctm, kiét sirc nang, chay mau khong ro nguyén nhan va bam tim.

Roi loan da va mé dwéi da:
Khong hay gap: Phat ban da khac nhau

Rét hiém gap: Cac dang phan tmg da nghiém trong nhu bong, hoi chimg Stevens-Johnson, héng
ban da dang va hoai tir thugng bi nhidm doc co thé xay ra.
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Khong rd: Phan ¢mg véi bach cau ua eosin va triéu chimg toan than (hdi chimg DRESS).
Heé fhd'ng mieén dich:

O nhitng bénh nhén ¢é rbi loan tu mién dich (nhu lupus ban d6 hé thng, bénh mo lién két tong
hop) trong khi diéu tri bing ibuprofen quan st thay céc triéu chimg viém mang ndo vo tring,

ching han nhu ¢ cimg, nhirc dau, budn nén, non, st hodc mét phuong huéng (xem phan 4.4).
Tim mach va mach mau ndo: /{/ [
Phii né, tang huyét 4p, va suy tim, d dugc béo cdo lién quan dén diéu tri véi NSAID. /

Céc nghién ciru 14m sang cho thiy sir dung ibuprofen, dic biét & liéu cao (2400 mg/ngdy) c6 thé
lam tang nguy co cac bién c6 huyét khdi dong mach (vi du nhdi méu co tim hodc dot quy)

+ Codeine
Téc dung phu ciia codeine bao gdm tao bén, suy hd hap, trc ché ho, budn nén va budn ngu.

Viéc sir dung codein thudng xuyén kéo dai din dén gay nghién va céc triéu chimg nhu bén chdn
v kho chiu c6 thé xay ra khi nging diéu tri.

Viée sir dung kéo dai mjt loai thude giam dau cho dau dau kéo dai co thé lam cho chiing tré nén
té hon.

Bdo cdo cdc phan tmg bdt loi nghi ngo

Béo cdo cac phan (mg c6 hai nghi ngd sau khi thudc dugc cép phép dé tiép tuc theo ddi loi
ich/nguy co ctia san pham thudc.

QUA LIEU VA CACH XU TRi
< Ibuprofen
Triéu chung:
- Khong trim trong: budn nén, ndn, budn ngu, hon mé
- Tram trong: co giat, tn thuong dudmg tiéu hoa, ton thuong thén
X tri
- Chuyén vao khoa cép ciru
- Rura da day, dung than hoat tinh
- Diéu trj triéu chimg
< Codein
Triéu chirng:

- Ngudi 16n: e ché trung tam ho hdp cép tinh (tim tai, tho chdm), budn ngi, phat ban, nén,
ngira, mét diéu hoa, phu phdi

G D L
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- Tre em: (ngudng doc: 2 mg/kg liéu duy nhét): co thit dong tir, thd chdm, ngimg hd hap, co
giat, do mat va phu mat, n6éi mé day, bi tiéu
X tri
- Chuyén ngay vao khoa c4p ciu
- Diéu tri bing naloxon

PAC TINH DUGC LUC HOC e

Thubc bao gom hai hoat chit: 4 '
g g f /

A A . ~ . &

- Ibuprofen: thudc chong viém khong steroid (NSAID)

- Codein phosphat: thudc giam dau opioid

Ibuprofen 1a thudc chéng viém khéng steroid thudc nhém acid propionic, din xuét cia acid aryl-
carboxylic. Tbuprofen trc ché sy tong hop prostaglandin. Ibuprofen c6 céc dic tinh sau:

- Giam dau

- Hasét

- Chéng viém
Uc ché sy két tap tiéu cdu

Codein 14 chit chu van opioid.

PAC TINH DUQC PONG HQC

% Ibuprofen A

Dugc dong hoc cua Ibuprofen tuyén tinh véi lidu diéu tri.
Hip thu

Thube dat ndng dd dinh trong huyét twong sau khoang 90 phat sau khi ubng thube. Sau khi udng
mét liéu duy nhét, ndng do thudc trong huyét twong ti lé thuan vdi lidu ding (Cmax = 30.3 £ 4.7 pl
véi liéu 400mg). Thire an lam chim sy hép thu cia ibuprofen.

Phin bb .

Khong cé hién tuong tich iy thude dbi voi ibuprofen. Ti I¢ thude gin vai protein huyét trong la
99%. \

O mang hoat dich, ndng dd cua ibuprofen én dinh sau khoang tir 2-8 gio ding thudc, Cpax trong
mang hoat dich X4p Xi v&i Cppay trong huyét tuong. =

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

Chuyén héa
Ibuprofen khong gay cam tmg enzym. Ibuprofen chuyén héa 90% thanh dang khong hoat tinh.

Bai tiét
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Ibuprofen chu yéu bai tiét qua nudc tiéu. Ibuprofen duge thai trir hoan toan trong 24 gi¢ trong do6
10% & dang khong dbi va 90% & dang chuyén héa khéng hoat tinh.

Thai gian ban thai cua ibuprofen 1a khoang 2 gio.

Cac thong s dugc dong hoc cua ibuprofen cd thé thay doi nhé & nhitng bénh nhén suy gan va suy
than. Tuy nhién khong can thiét phai diéu chinh lidu trén nhimg bénh nhén nay.

% Codein /ﬂ,

Codein hép thu tét. Sinh kha dung dudng udng cia codein bang khoang 40 — 70% so véi dufong
tiém bép. Thudc dat ndng do dinh trong huyét tuong sau | gio va sau d6 giam voi thoi gian ban
thai tir 2-4 gi¢. Codein dugce chuyén hoa thanh codein-6-glucoronid, morphin va norcodein.

Codein va cac chét chuyén héa dugc thai trir gin nhu hoan toan qua than (85-90%), chi yéu duéi
dang lién hgp glucoronic va duge thai trir hoan toan sau 48 gid. Ti I¢ thudc dugce tim thay trong
nude tieu nhu sau: khoang 10% dudi dang morphin, 10% dudi dang norcodein, 50-70% dudi
dang codein. Khoang 25-30% codein lién két voi protein huyét tuong

QUY CACH PONG GOI: Hop 2 vi x 10 vién

PIEU KIEN BAO QUAN: Bao quan & nhiét dé dudi 30°C. Noi khd mat, tranh anh sang.
HAN DUNG CUA THUOC: 36 thang ké tir ngay san xuét

TIEU CHUAN CHAT LUQNG: Nha san xuat.

TEN, PIA CHI CUA CO SO SAN XUAT THUOC:

-, %
e . o p
e T o

Nha san xuit:

Laboratoires SOPHARTEX

21 Rue du Pressoir, 28500 Vernouillet, Phap.

Theo hop dbng véi:

Laboratoires ELERTE

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