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HUONG DAN SU DUNG THUOC

CETECOFEN

1. Tén thube: CETECOFEN
2. Cic dfu hiéu lwu ¥ va khuyén céo khi diing thude:
“Dé xa tam tay tré em
Doc kj huong ddn sik dyng trude khi ding
Théng bdo cho bdc st nhitng tdc dung khong mong mudn gdp phdi khi sit dung thudc.”
3. Thanh phin cong thire thudc:
MB&i vién nén bao phim CETECOFEN chira:
Thémh phén hogt chét:
TBUREGTOR ivucumimmmssmsann SO0 H1E
Thanh phén té dwgc:
Prosolv SMCC 90, avicel 102, natri starch glycolat, PEG 6000, talc, aerosil, magnesi
stearat, HPMC 606, tifan dioXyd ......cccocsimeriisiesiriiieniiooismesssssassen vira da 1 vién.
4. Dang bao ché:
Vién nén bao phim.
MBS ta: Vién nén dai, bao phim mau tring, mot mit c6 khic vach ngang & gitta, mot mit
6 khic chit, canh va thanh vién lanh lan.
5. Chi dinh:
- Pau thép khép hotic dau co, dau do céc bénh viém khop khong nghiém trong, dau lung,
dau day than kinh, dau nira dhu, nhirc diu, dau ring, dau bung kinh, sot, c4c triéu chimg
cam lanh va cum.
6. C4ch diing, liéu ding:
Cdch dung:
- Ding dudng udng.
- Nén uéng cling hodc sau khi n.
Liéu ding:
- Chi sir dung trong thdi gian ngén.
- Tac dung khéng mong mudn c6 thé duge giam thiu bing cich st dyung liéu thap nhat
¢6 hiéu qué trong thoi gian ngén nhit cin thiét dé kiém sodt cdc trigu ching,
- Bénh nhan nén tham khéo y kién béc si néu céc trigu chimg van tdn tai hofic trim trong
hon hoiic néu cdn sit dung thude hon 10 ngay. Néu & thanh thiéu nién, thube ndy dugc
yéu cau sit dung trong hon 3 ngay, hodc néu triéu chimg x4u di nén tham khio y kién bac

sT.

- Ngudi 1én, ngudi gia va tré em trén 12 tudi:

+ 400 mg, t6i da ba ldn mdt ngay, theo yéu cau.

+ Céch it nhat bén gidr gifra céc lidu va khong dung qué 1200 mg trong 1 ngay.

7. Chéng chi dinh:

- QuéA min cam vdi ibuprofen hogc bt ky thanh phan ta dugc ndo trong san pham.
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- Khong nén str dung ibuprofen & nhiing bénh nhén truéc ddy ¢ phan (mg qua man (vi
du nhu hen suyén, ndi mé day, phit mach hogic viém miii) sau khi diing ibuprofen, aspirin
hodc cac NSAID khéc.

- Bénh nhén c6 tién st xudt huyét hodic thing dudng tiéu hod, lién quan dén diéu trj bing
NSAID truée d6. Khong nén sit dung ibuprofen & nhitng bénh nhan dang bi loét da day
hotic ¢6 tién sir loét da day ta trang tai phat hodc xudt huyét tiéu hoa (hai hodc nhiéu dot
loét hodic xudt huyét da duge chimg minh rd rang).

- Bénh nhéan c6 tinh trang dé chdy mau.

- Bénh nhan suy tim n@ng (suy tim do I'V theo NYHA), suy gan va suy thén.

- Ba thang cubi ciia thai ky.

8. Canh bso va thén trong khi dung thude:

- Céc téc dung khong mong mubn c6 thé duge giam thiéu bing céach sir dung lidu thap
nhét c6 hiéu qua trong thoi gian ngén nhat cin thiét dé kiém soét céc triéu chimg.

- Gibng nhu cac NSAID khiéc, ibuprofen c¢6 thé che ddu cac déu hiéu nhiém tring.

- Nén trénh st dung ibuprofen cling véi cde NSAID bao gdm thude trc ché dic higu
cyclo-oxygenase-2 do ting nguy co loét hodc chay mau.

- Ngudi gia: ¢6 tin sudt phan ing bat lgi véi NSAID ting 1én, ddc biét 1a xuat huyét va
thung dudng tiéu hod co thé gy tir vong.

- Tré em: c6 nguy co suy thin & tré em va thanh thiéu nién bj mat nudc.

- Xudit huyét tiéu hod, loét va thing:

+ Chay mau, loét hodc thung dudng tiéu hoa, co thé gdy tir vong, da dugc béo cdo vdi tat
ca cdc NSAID vao bét ky thoi didm nao trong qua trinh didu tri, c6 hodc khéng c6 céc
triéu chirng canh bao hoic c6 tién sir méc céc bién cé nghiém trong & dudmg tiéu hod.

+ Nguy co xuit huyét, loét hogc thing dudng tiéu hod cao hon khi ting lidu NSAID &
nhitng bénh nhan c6 tidn sir loét, dic biét néu cé bién ching xudt huyét hogc thing va o
ngudi cao tudi. Nhitng bénh nhan nay nén bt dau diéu tri v6i lidu thép nhat hién c6. Nén
xem xét didu tri két hop véi cac thude bao vé (vi dy misoprostol hodc thuéc e ché bom
proton) cho nhiing bénh nhan ndy va ca nhitng bénh nhan can dimg dong thoi aspirin lidu
thap hoc cac thudc khéc c6 kha ning lam ting nguy co trén dudng tiéu hod.

+ Bénh nhén c6 tién sir bénh dudng tiéu hod, dic biét 1a ngudi cao tudi, nén bio céo bt
ki triéu chimng bat thuong ndo & bung (dic bigt xudt huyét tiéu hod), dic biét 1a trong giai
doan dau diéu trj.

+ Cén than trong & nhitng bénh nhan ding dong thoi cac thubc c6 thé lam ting nguy co
loét hodc chay méu, ching han nhu corticosteroid duong udng, thude chéng dong mau
nhu warfarin, thudc e ché tai hép thu serotonin ¢6 chon loc hodc thube chémg tidu ciu
nhu aspirin.

+ Khi xuét hién chay méau hodc loét dudng tiéu hoa & bgnh nhan ding ibuprofen, nén
ngimg diéu tr.

+ Nén than trong khi ding NSAID cho bénh nhin c6 tién sir viém loét dai trang hodc
bénh Crohn vi nhitng tinh trang nay c6 thé trim trong hon.

- Réi loan hd hép va phan {mg qua méan:
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+ Cén than trong néu dung Ibuprofen cho nhitng bénh nhan dang méc hoic ¢6 tién str hen
phé quén, viém mii man tinh hodc r6i loan di tng, vi NSAID di duge bdo cdo 1a gy co
thét phé quan, nbi may day hogic phtt mach & nhiing bénh nhén nay.

- Suy tim, than va gan:

+ Viéc sir dung NSAID c6 thé 1am giam sy hinh thanh prostaglandin phy thugc vao lidu
va din dén suy thin. Viéc thuong xuyén st dung nhiu loai thubc giam dau twong tw lam
ting thém nguy co ndy. Bénh nhén c¢6 nguy co gip phan ¢'ng nay cao nhét 13 nhitng nguoi
bi suy giam chirc ning than, suy tim, r6i loan chitc ning gan, nhimg ngudi ding thude loi
tidu va ngudi gia. DSi véi nhitng bénh nhan nay, hdy st dung lidu thdp nhét ¢6 hiéu qua,
trong thoi gian ngén nhit ¢6 thé va theo dbi chire ning than, diic biét & nhiing bénh nhan
diéu trj 1au dai.

+ Nén than trong khi ding ibuprofen cho nhitng bénh nhén c6 tién sir suy tim hodc ting
huyét 4p vi phii né da duge bdo céo lién quan dén viée sir dung ibuprofen.

+ C6 nguy co suy than & thanh thiéu nién mét nuée.

+ Téc dyng 1én tim mach va mach mau ndo.

+ Cén phai theo d&i va tue vén thich hop cho nhitng bénh nhan c6 tidn sit ting huyét ap
vivhoic suy tim sung huyét nhe dén trung binh vi tinh trang gitt nuéc va phu né da dugc
bao cao khi diéu tri bang NSAID.

+ Céc nghién ctu 1am sang cho théy rng st dung ibuprofen, dic biét & lidu cao (2400
mg/ngdy) c6 thé 1am ting nhe nguy co méc céc bién ¢b huyét khéi dong mach nhur nhoi
méu co tim hojc dot quy. Nhin chung, cdc nghién ctru dich t€ hoc khéng cho théy ring
ibuprofen liéu thép (vi du 1200 mg/ngay) c6 lién quan dén viée ting nguy co bién b
huyét kh6i dong mach.

+ Bénh nhén ting huyét 4p khong kiém soét dugce, suy tim sung huyét (suy tim cép do II-
III theo NYHA), bénh tim thiéu mau cuc b, bénh dong mach ngogi bién vi/hoic bénh
mach mau ndo chi nén dugc diéu tri bang ibuprofen sau khi cin nhic cin thin va nén
tranh ding liéu cao (2400 mg/ngay).

+ Ciing nén cAn nhiic cdn than truée khi bat dau diéu trj lau dai cho nhitng bénh nhén c6
véu tb nguy co méc cac bién ¢b tim mach (vi du ting huyét ép, ting lipid mau, dai thao
dudng, hit thubce 14), dic biét néu cin dung liéu cao ibuprofen (2400 mg/ngay).

- Tde dung trén than

+ Chn thin trong khi bét déu didu tri bing ibuprofen & nhiing bénh nhén bj mat nude
dang ké.

+ Ciing nhu cdc NSAID khée, sir dung ibuprofen 1au dai c6 thé din dén hogi tir nhi than
va céc thay dbi bénh 1y khdc & than. Pdc tinh trén thén ciing da dugc thﬁy & nhirng bénh
nhén ma prostaglandin ¢ than ¢ vai tro b trir trong vi¢e duy tri twéi mau thén. O nhiing
bénh nhan nay, viée st dung NSAID co thé 1am giam sy hinh thanh prostaglandin phu
thuée vao lidu va giam luu lwgng méu dén than, diéu nay cé thé gay suy than. Bénh nhan
c6 nguy co gip phan tng nay cao nhét 13 nhitng ngudi bi suy giam chirc niing than, suy
tim, rbi loan chirc ning gan, nhitng nguoi ding thube 1oi tiéu va thude trec ché ACE va
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ngudi gia. Viée ngimg diéu trj bang NSAID thudng kéo theo sy phyc hodi vé trang théi
trude dibu tri.

+ Nhidm toan ng than va ha kali mau c6 thé xdy ra sau khi ding qué lidu cdp tinh va &
nhitng bénh nhdn diing san pham ibuprofen trong thoi gian dai véi lidu cao (thudng 1a
hon 4 tudn), bao gbm c4 liéu virgt qua liéu khuyén c4o hang ngay.

- SLE vé bénh mé lién két hén hop: O nhimg bénh nhan méc bénh lupus ban do hé théng
(SLE) va tbi loan mb lizn két hdn hop 6 thé ting nguy co viém mang ndo vd khudn

- Phdn ting da nghiém trong (SCAR): Céc phan (mg da nghiém trong (SCAR), bao gdm
viém da tréc vay, hoi chig Stevens-Johnson (SJS) va hoai tir biéu bi nhiém ddc (TEN),
phan tng thubc voi ting bach clu 4i toan va cde triéu ching toan thin (hoi ching
DRESS) dé duge bdo céo rat hiém khi lién quan dén viéc sir dung ibuprofen. Bénh nhén
dudng nhur ¢6 nguy co cao nhit gip phai nhirng phan (mg nay sém trong qué trinh diéu
tri, phan ng khdi phat xay ra trong thang dau diéu tri trong phén 16n céc trudng hop. Hei
chirng ngoai ban myn mu toan thin cép tinh (AGEP), c¢6 thé de doa tinh mang hoiic gy
tir vong dé duge bao co lién quan dén céc sdn phdm c6 chira ibuprofen. Nén ngimg sit
dung Ibuprofen ngay lap tirc va xem xét phwong phéap diéu trj thay thé (néu thich hop).

- Tde dung huyét hoc: Tbuprofen, gidng nhu cdc NSAID khéc, c6 thé can trd qua trinh két
tap tidu cAu va kéo dai thoi gian chdy méu & ngudi binh thudng.

- Viém mang nédo v6 khudn: & duge quan sét thdy trong mot s6 trudmg hop hiém gip &
nhiing bénh nhan dang diéu tri bing ibuprofen. Méc du né ¢6 nhiéu kha ning xdy ra &
nhirng bénh nhan méc bénh lupus ban do hé théng va cdc bénh mé lién két lién quan,
nhung né da dugc béo céo & nhitmg bénh nhén khong mic bénh man tinh tiém an.

- Suy gidm kha ndng sinh san ¢ phu nif: Viéc sir dung ibuprofen co thé lam giam kha
nding sinh san clia phy nit va khong dugc khuyén cdo & nhitng phu nit dang c6 ging thu
thai. O nhirng phu nit gip kho khin trong viéc thu thai hoic dang diéu tri v6 sinh, nén cin
nhic viée ngiing sir dung ibuprofen.

- Che ddu cdc triéu chitng nhiém tring co ban: Ibuprofen cd thé che gidu cdc triéu chimg
nhim tring, didu ndy o6 thé dan dén viéc bt ddu diéu trj thich hop chim tré va do d6
lam tinh trang nhiém tring tr& nén tdi t& hon. Pidu nay da dwgc quan sit thé.y & viém
phdi cong ddng va cac bién chiing do vi khuan giy ra bénh thiy déu. Khi dung Ibuprofen
dé ha sét hodc gidm dau do nhiém tring, nén theo ddi tinh trang nhiém tring. O nhiing
noi khéng phai bénh vién, bénh nhén nén tham khao y kién béc st néu cdc triéu chimg
vén ton tai hodic tram trong hon. .
- Canh béo ta dwoc: Thude ndy chira it hon 1 mmol natri (23 mg) méi vién, v& co ban 12
khong chira natri.

9, Sit dung thudc cho phu nit ¢ thai va cho con bi:

- Thoi ky mang thai:

+ Su (rc ché tdng hop prostaglandin ¢6 thé anh hudng xéu dén thai ky va/hodic sy phat
{rién ciia phéi/thai nhi. Dir lidu tir ¢4 nghién ciru dich t& hoe cho thdy nguy co say thai,
di tat tim va hé thanh bung bam sinh tang 1én sau khi st dung thube e ché téng hop
prostaglandin trong thoi ky ddu mang thai. Nguy co vé di tat tim mach ting ti dudi 1%
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1én khoang 1,5%. Nguy co duge cho 1a ting theo liéu lugng va thoi gian diéu tri. O dong
vat, viéc sit dung chit e ché téng hop prostaglandin dd dwgc chimg minh 12 1am ting
tinh trang sy thai trudc va sau khi lam té cling nhu lam chét phoi thai. Ngoai ra, ty 1&
méc cac dj tit khdc nhau ting 1én, bao gfim ca tim mach, da dugc bao cdo & doéng vat
dwge sir dung chét tre ché tong hop prostaglandin trong giai doan hinh thanh co quan.

+ Tir tudin thi 20 cia thai ky tré di, viée st dung ibuprofen c6 thé gay thiéu i do 16i loan
chirc niang than cua thai nhi. Diédu nay c6 thé xiy ra ngay sau khi bt diu diéu trj va
thudmg hdi phuc khi ngimg thudc. Ngoai ra, di c6 bao cdo v& tinh trang co thit ong dong
mach sau khi didu trj trong tam ¢4 nguyét thir hai, hiu hét déu khoi sau khi ngimg diéu
tri. Vi véy, trong ba thang du va ba thang thi hai cta thai ky, khong nén ding ibuprofen
trir khi thue sy cin thiét. Néu ibuprofen duge st dung bdi phu nit dang cH ghng thy thai
hoic trong ba thang dAu va thir hai cia thai ky, nén gitr liéu & mirc thip va thoi gian diéu
trj cang ngén cang tét. Nén can nhic theo doi trude sinh vé tinh trang thiéu bi va co thit
dng dong mach sau khi tiép xtic véi ibuprofen trong vai ngdy ké& tir tudn thai thir 20 tré
di. Nén nging sit dung Ibuprofen néu phat hién thiéu éi holic co thit dng dong mach.

+ Trong ba thang thit ba cua thai ky, tht ca cac chét e ché tdng hop prostaglandin ¢ thé
khién thai nhi:

o Poc tinh trén tim phdi (co thit/dong sém dng dong mach va ting huyét &p phbi);

e Réi loan chirc nang thin

Ngudi me va tré so sinh vao cudi thai ky:

e C6 thé kéo dai thoi gian chdy méu, tac dung chdng dong mau 6 thé xay ra ngay ca liéu
rat thp.

o Uc ché co bop tir cung dén dén chuyén da chdm hodgc kéo dai.

Do d6, chéng chi dinh ding ibuprofen trong ba thang thir ba ciia thai ky.

Khong c6 dit liéu 14m sang vé viée st dung cac dang ibuprofen tai chd trong thoi ky
mang thai. Ngay ca khi mirc phoi nhiém toan thén thdp hon so voi dudng ubng, ngudi ta
van chua biét mic tiép xtc toan than véi ibuprofen sau khi ding tai chd c6 thé gy hai
cho phdi/thai nhi khéng. Trong ba théng diu va thir hai cta thai ky, khéng nén sir dung
ibuprofen trir khi thuc sy can thiét, Néu sir dung, nén giit liéu & mic thép va thoi gian
diéu tri cang ngén cang tot.

Trong ba thang the ba cia thai ky, vi¢c str dung toan thén cac chit uc ché tdng hop
prostaglandin bao gdm ibuprofen co thé gay doc tinh trén tim phdi va thén & thai nhi. Vao
cudi thai ky, thoi gian chay mau kéo dai & ¢ me va con ¢ thé xay ra va qua trinh chuyén
da co thé bi tri hodn. Do d6, chéng chi dinh ding ibuprofen trong ba thang cudi ciia thai
ky.

Thoi ky cho con bu:

- Trong céc nghién ctru dén nay vAn con han ché, NSAID c6 thé xuat hién trong sita me &
ndng do rit thip. Néu co thé, nén tranh st dung NSAID khi cho con bu.

10. Anh hwéng dén kha ning ldi xe, vin hanh may méc:
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Thubc c6 thé gy tac dung khong mong mubn nhy chéng myt, budn ngt, mét méi va rdi
loan thi gidc o thé xay ra sau khi ding NSAID. Néu bj &nh hudng, bénh nhan khong nén
14i xe hodc vin hanh may mac.

11. Tuong tae, twong ky ciia thudc:

Cin thin trong & nhitng bénh nhan dugc didu trj bing bt ky loai thudc nao sau day vi
tuong tac da duge bao cao & mot s6 bénh nhén.

- Thubc didu tri ting huyét ap, thubc chen beta va thude loi tiéu: NSAID c6 thé lam giam
tic dung ciia thube didu tri tang huyét 4p, nhu thube G ché men chuyén, thuée dbi khéng
thy thé angiotensin-IT, thudc chen beta va thude lgi tiéu. Thube loi tiéu cling c6 thé lam
tiing nguy co ddc tinh trén than ctia NSAID.

- Glycoside tim: NSAID c6 thé lam trdm trong thém tinh trang suy tim, giam GFR va
tang ndng do glycoside tim trong huyét tuong.

- Cholestyramin: Dung dong thoi ibuprofen va cholestyramin c6 thé lam giam hip thu
ibuprofen & dudng tiéu hoa. Tuy nhién, ¥ nghfa 1dm sang van chua biét.

- Lithium: Gidm dao thai lithium.

- Methotrexat: NSAID ¢6 thé trc ché sy bai tiét methotrexat & 6ng than va lam giam do
thanh théi cta methotrexat.

- Ciclosporin: Ting nguy co nhiém ddc thén.

- Mifepriston: V& mit ly thuyét, viéc gidm hiéu qua cia thubc co thé xay ra do dgc tinh
khéng prostaglandin ciia NSAID. Biing ching han ché cho thdy ring vigc ding ddng thoi
NSAID vao ngay dung prostaglandin khéng dnh hudng bit loi dén tdc dung cia
mifepriston hodc prostaglandin d6i véi sy chin mudi ¢b tir cung hofc sy co bop tir cung
va khong 1am giam hiéu qua lam sang cua vigc chim dirt thai ky bﬁng thude.

- Céc thube giam dau khac bao gdm thube irc ché chon loc cyclooxygenase-2: Tranh sir
dung dong thoi hai hojc nhidu NSAID, bao gom ca thude &re ché Cox, vi didu nay c6 thé
lam tdng nguy co tic dung phu.

- Aspirin (axit Acetylsalicylic): Cling nhu cdc san pham khac c6 chira NSAID, viée st
dung ddng thoi ibuprofen va aspirin (trlr khi aspirin lidu thap, khong qua 75 mg mdi
ngay, da duge béc si khuyén dung) thudng khong dwge khuyén khich vi c6 kha ning tang
tac dung phu chdng han nhu téc dyng phy va doc tinh trén dudng tiéu héa bao gbm loét
hogic xuit huyét.

Dir li¢u thyc nghiém cho thdy ibuprofen c6 thé e ché canh tranh tic dyng cia axit
acetylsalicylic lidu thép d6i véi su két tap tiéu cdu khi ching duoc ding dong thoi. Mic
dd ¢6 nhing diém khong chic chin vé viée ngoai suy nhiing dit liéu ndy déi v6i tinh
hudng 14m sang, nhung khong thé loai trir kha ning sir dung ibuprofen thudng xuyén, lau
dai ¢6 thé lam giam tdc dung bao v& tim mach cia axit acetylsalicylic lidu thip. Khong
¢6 tic dung lién quan dén 14m sang ndo dugce coi la co thé xay ra khi sir dung ibuprofen
thudng xuyén.

- Thudc chéng dong mau: NSAID c6 thé téng cudng téc dyung cla thude chéng déng mau
nhu warfarin va heparin.
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- Khéng sinh quinolon: Dt liéu trén dong vat cho thiy NSAID c6 thé 1am ting nguy co
co gidt lién quan dén khang sinh quinolon. Bénh nhin ding NSAID va quinolon co thé
tang nguy co bi co giat.

- Sulfonylureas: NSAID c¢6 thé lam ting tac dung cua thue sulfonylurea. Pa c6 bio cdo
hiém gip vé ha dwong huyét & bénh nhan ding thude sulfonylurea va dung ibuprofen.

- Thube khéng tidu chu va thude tre ché hép thu serotonin ¢6 chon loc (SSRI): Tang nguy
co xudt huyét tiéu héa khi diing NSAID.

- Tacrolimus: Co6 thé ting nguy co nhiém dgc than khi ding NSAID ciing véi tacrolimus.

- Zidovudin: Ting nguy co nhiém doc huyét hoc khi ding NSAID cing voi
zidovudine. C6 biing chimg vé viéc ting nguy co xuét huyét khép va ty mau & bénh nhan
HIV (+) bénh mau khé déng duge didu tri dﬁng thoi vai zidovudin va ibuprofen.

- Aminoglycosid: NSAID c6 thé 1am giam sy bai tiét aminoglycosid.

- Chiét xuét thao duge: Ginkgo biloba cé thé 1am ting nguy co chiy mau khi ding
NSAID.

- Thube tic ché CYP2C9: Ding ddng thoi ibuprofen véi thube trc ché CYP2CY 6 thé
lam ting phoi nhiém véi ibuprofen (co chit CYP2C9). Trong mot nghién ciru véi
voriconazol va fluconazol (chét (rc ché CYP2C9), d4 cho thay mitc phoi nhiém S(+)-
ibuprofen ting 1én khoang 80 dén 100%. Nén cén nhic giam liéu ibuprofen khi diing
ddng thoi cac chét Ge ché CYP2C9 manh, dic biét khi ding ibuprofen lidu cao véi
voriconazol hodc fluconazol.

12. Tdc dung kKhong mong mudn ciia thube:

- Réi loan tiéu héa: Cac tac dyng phuy thuong thiy trén dudng tiéu héa. C6 thé xay ra loét
da day, thung hoiic xuét huyét tiéu hoa, doi khi gdy tir vong, diic biét & ngudi cao tudi.
Budn ndn, ndn, tiéu chay, ddy hoi, tdo bén, khé tiéu, dau bung, dai tién phin den, ndn ra
mAu, viém loét miéng, xudt huyét tiéu hoa va dot cép cia viém dai trang va bénh Crohn
da duge béo cdo sau khi ding ibuprofen. It gip hon 13 viém da day, loét t4 trang, loét da
day va thung dudng tiéu hoéa.

- Ri loan hé théng mién dich: Phan tmg qui mén dd duge bdo cdo sau khi didu trj bang
NSAID. Chiing ¢6 thé bao gdm (a) phan ting di ting va séc phan vé khong dic hiéu, (b)
phéan tmg duong ho hép bao gdm hen suyén, hen ning hon, co thit phé quan hodc khé
thé, hotic (¢) cac loai rdi loan da, bao gdm phat ban céc loai, ngira, ndi mé day, ban xuét
huyét, phit mach va rit hiém gip ban do da dang, bénh da béng nuée (bao gdbm hdi chimg
Stevens-Johnson va hoai tir biéu bi nhiém dgc).

- Réi logn tim va rbi loan mach méu: Phi, ting huyét p va suy tim dd duge bdo céo lién
quan dén viée diéu tri bﬁng NSAID. Cac nghién ctru ldm sang cho thﬁy r?mg sir dung
ibuprofen, dic biét & lidu cao (2400 mg/ngay) co thé 1am ting nhe nguy co méc cic bién
¢d huyét khéi dong mach nhu nhdi mau co tim hogc dot quy.

- Nhiém triing va nhiém ky sinh tring: Viém mii va viém mang néio vo trang (ddc biét o
nhitng bénh nhdn hién co rbi loan ty mién dich, chéng han nhu bénh lupus ban dé hé
théng va bénh md lién két hdn hop) véi céc triéu ching clng cd, nhirc ddu, budn nén,
ndn, sét hodc mét phwong hudng,
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- Su trdm trong thém ciia tinh trang viém nhiém lién quan dén viéc sir dung NSAID da
duge mé ta. Do do, néu ¢6 ddu hiéu nhiém tring xay ra hodc trd nén trAm trong hon trong
qué trinh sir dung Ibuprofen, bénh nhén nén dén gip béc sT ngay 14p tiec.

- Réi loan da va mé duéi da: Trong nhiing trudmg hgp diic biét, nhiém tring da nghiém
trong va bién chimg mo mém c6 thé xay ra khi nhiém thity dau.

- Céc tac dung khéng mong mubn sau diy c6 thé lién quan dén ibuprofen va duge hién
thi theo quy udc tAn s6 MedDRA va phén loai co quan hé théng. Céc nhém tAn sudt duge
phén loai theo céc quy wéc sau: Rit thuong gip(>1/10), Thudng gap (>1/100 dén <1/10),
it gap(>1/1.000 dén <1/100), Hiém gip (>1/10.000 dén <1/1.000), Rét hiém gip
(<1/10.000) va Khéng 1 (khéng thé uéc tinh tir dif [iéu c6 sin).

Hé thng co quan

Tinh thwdng xuyén

Phan iing bit lgi

Nhiém triing va nhiém doc

ft gap

Viém mui

Hiém giip

Viém mang ndo vo khuén

il

R&i loan hé théng mau va
bach huyét

Hiém gap

Giam bach cdu, giam tiéu cdu, giam
bach ciu trung tinh, mét bach ciu hat,
thiéu mau bét san, thiéu mau tan huyét

Réi loan hé théng mién dich |Hiém gap Phan (g phan vé
R&i loan tAm than it gap Mit ngi, lo ling
Hiém gip Trang thai trAm cam, 1i 13n
R6i loan hé than kinh Thuong gip Pau du, chéng mat
it gip Di cam, budn ngu
Hiém gip Viém déy than kinh thi gidc
Réi loan mit it gip Khiém thi
Hiém giap Bénh thin kinh thj gidc djc hai
Réi loan tai va mé cung it gap Giam thinh lirc, 1 tai, chéng mit

R6i loan ho hip, ngue va
trung thit

it gap

Hen suy@n, co thiit phé quan, kho thé

Réi loan tiéu hoa Thudng gip Khé tiéu, tiéu chdy, budn non, nn, dau
bung, day hoi, tdo boén, dai tién phén
den, nén ra méu, xudt huyét tiéu hoa

it giip Viém da day, loét t4 trang, loét da day,
loét miéng, thing dudng tiéu héa

Rét hiém gip Viém tuy

Khong 13 Lam trdm trong thém bénh viém dai
trang va bénh Crohn

Roi loan gan mét ft gap Viém gan, vang da, chirc ning gan bit
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Rét hiém gip Suy gan
R6i loan da va mé dudi da Thudng gap phat ban

it gap Mé day, nglta, ban xuit huyét, phu
mach, phan (rmg nhay cam voi anh sang

Rét hiém gap Céac dang phan ing da nghiém trong (vi
du: Ban do6 da dang, phan tng bong
nuée, bao gdm hodi chimg Stevens-
Johnson va hoai tir biéu bi nhiém doc)

Khéng 1 Phin Gng thudc véi ting bach cdu di
toan va cac triéu ching toan thin (hoi
chirng DRESS), ngoai ban myn mu toan
than cdp tinh (AGEP), phan tng nhay
cam v&i anh sang

Réi logn chuyén hod va dinh|Khong rd Giam sy thém an

dudng Khong rd Ha kali mau*

R&i loan than va tiét nisu  [ft gap Nhiém dgc than & nhiéu dang khéc nhau
nhu viém than dng ké& thén, hoi chimg
than hu va suy thin

Rét hiém géip Suy than cap
Khoéng ro Dau quiin ni¢u quan, tidu kho
Khong 16 Nhiém toan 6ng than*
ROi loan chung va tinh trang|Thuong gip Mét méi
diing thubc tai chd Hiém gap Phii nd
) . Rét hiém gap Suy tim, nhdi mau co tim
Roi loan tim
Khoéng 1o Hoi chimg Kounis
R&i loan mach méu RAt hiém gip Tang huyét ap

* Nhiém toan é‘mg than va ha kali méu da duoc bdo cdo sau khi dwa thude ra thi trrong,
dién hinh 14 sau khi st dung kéo dai thanh phén ibuprofen & lidu khuyén céo cao hon.

13. Qua liéu va céch xir tri:

Trong trudng hop ngd doc nghiém trong, nhidm toan chuyén héa c6 thé xay ra va thoi
gian protrombin/INR c6 thé kéo dai, ¢6 thé do sir can thiép vao hoat déng ciia céc yéu tb
dong mau trong tun hoan. Suy than cip va tdn thvong gan c6 thé Xdy ra.

Sir dung kéo dai véi lidu cao hon lidu khuyén cdo c6 thé din dén ha kali mdu nang va
nhiém toan éng than. Cac triéu ching c6 thé bao gdm gidm mirc do y thirc va suy nhurgc
toan than.

DPac tinh

Céc ddu hi¢u va tri¢u chimg ngd doc thudng khong duge quan sét thdy & liéu dudi 100
mg/kg & tré em hogc ngudi I6n. Tuy nhién, chim séc hd trg c6 thé can thiét trong mot sb
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trwong hop. Tré em d3 duge quan sat thiy biéu hién cac ddu hiéu va triéu chimg ngd doc
sau khi ubng 400 mg/kg hoic cao hon.
Tri¢u chitng
Hau hét bénh nhan ubng mot lwgng déng ké ibuprofen sé biéu hién céc triéu ching trong
vong 4 dén 6 gio.
Céc triéu chiing qua lieu duge bio cdo thudng xuyén nhit bao gdm budn nén, nén, dau
bung, hon mé va budn ngi. Céc tac dong 1én hé thin kinh trung wong (CNS) bao gbm
nhtrc ddu, U tai, chéng mat, co giat va mét y thire. Rung gidt mét, nhim toan chuyén hoa,
ha than nhiét, anh huéng dén than, xuit huyét tiéu hoa, hén mé, ngung thé, tiéu chay va
trc ché hé than kinh trung wong va hé ho hép ciing hiém khi duoc bao cdo. Mét phuong
huwréng, kich thich, ngét xiu va nhiém doc tim mach, bao gdm ha huyét 4p, nhip tim chim
va nhip tim nhanh da duge bio cdo. Trong trwdng hop qua lidu dang ké, ¢6 thé xay ra suy
than va ton thuong gan. Qua liéu 16n thuong duge dung nap tt khi khong ding thude
nao khéc.
Cadch xit tri
Bénh nhén cin duge diéu trj triéu ching theo yéu ciu. Trong vong mot gid sau khi udng
mdt lugng c6 kha ning gy ddc, nén can nhac ding than hoat tinh. Ngoai ra, & ngudi 16n,
nén xem xét ra da day trong vong mét gidr sau khi uéng thude qua lidu ¢6 kha ning de
doa tinh mang.
Lugng nude tidu phai duge dam bao.
Chire nang than va gan cén dugc theo ddi chit ché.
Bénh nhan phai dwgc theo ddi it nhit bon gi¢r sau khi udng lwgng thude c6 kha ning gy
ddc. Co giat thudng xuyén hodic kéo dai nén dugc diéu tri bing diazepam tiém tinh mach.
Céc bién phép khéc c6 thé duge chi dinh tiry theo tinh trang 14m sang cia bénh nhén.
14. Nhom dwge 1y: Thude chdng viém khong steroid.
- Ma ATC: MO1AEO1
15. Quy cich dong ghi:
Hop 6 vi, 10 vi x 10 vién nén bao phim.
Lo 100, 200, 500 vién nén bao phim.
16. Didu kién bio quan, han dung, tiéu chuiin chit lwgng ciia thude:
Diéu kién bao quan: Béo quan & nhi¢t d¢ khong qua 30 °C, noi khd mét, tranh dnh sdng
tryc tiép.
Han dung; 36 thang ké tir ngay san xuét.
Tiéu chuén chét lwong: Tiéu chufn co sé.
17. Tén, dia chi, biéu twgng ciia co s& sin xuét:
L‘ Cong ty C6 phin Duwgc Trung wong 3
115 Ngo Gia Ty - Phuong Hai Chéu 1 - Quan Hai Chau - Thanh phd Da Ning

pugc
TRUNG UONG 3



