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Dé xa tam tay cia tré em.

Doc kj huténg ddn sit dung trudc khi ding.

1.THANH PHAN, HAM LUONG COA THUGC

Méi vién nén DCL - Ibuprofen 200 chifa:

Thanh phdn hoat chdt: Ibuprofen 200 mg

Thanh phdn td duge: Tinh bt mi, tinh bot tién hd hoa, povidon K30, natri crosscarmellose,
natri lauryl sulfat, axit stearic, silicon dioxyd, magnesi stearat, HPMC, PEG 6000, talc, titan
dioxyd, mau sunset yellow, mau Ponceau 4R.

Méi vién nén DCL - Ibuprofen 400 chifa:

Thanh phdn hoat chdt: Ibuprofen 400 mg

Thanh phdn td duoc: Tinh bt mi, tinh bot tién hé hod, povidon K30, natri crosscarmellose,
natri lauryl sulfat, axit stearig, silicon dioxyd, magnesi stearat, HPMC, PEG 6000, talc, titan
dioxyd, mau sunset yellow, mau Ponceau 4R.

2. DANG BAO CHE: Vién nén bao phim

3. CHi DINH

» Ha sGt o tré em.

« Giam dau trong cac trudng hap nhu dau rang hodc dau do nhd ring, dau déu, dau bung
kinh, dau xuong va khdp do thap, dau do bong gan.

4.CACH DUNG VA LIEU DUNG

CACH DUNG:

Duing dudng udng, udng nquyén vién thudc vai nudc. N&n udng ciing hodc sau khi an.
Nhiing bénh nhén 6 da day nhay cam nén ding ibuprofen ciing véi thic an. Néu ding
ngay sau khi an, tac dung clia ibuprofen co thé bi trl hoan. Tot nhat nén udng cung hoac
sau khi 3n, véi nhiéu nudc. Vién ibuprofen nén dugc nudt ca vién va khdng dugc nhai, bé,
nghién hodc ngdm dé tranh kho chju & miéng va rat hong.

LIEU DUNG:

Ngu@i I6n va tré em trén 12 tudi: Liéu khuyén céo clia ibuprofen la 1200-1800 mg/
ngay, chia lam nhiéu lan. Mgt sd bénh nhan liéu duy tri 600-1200 mg/ngay da co hieu
qud. Trong trubng hop nghiém trong hoac cap tinh, lidu t6i da khuyén cao c6 thé tang lén
nhung khong vuot qué 2400 mg/ngay, chia lam nhiéu ldn.

Tré em: Khong khuyén cdo dung ché phdm nay

Ngudi cao tudi: Ngudi cao tudi cd nhiéu nguy co bi cac phan tng c6 hai nghiém trong. NEu
¢én diing NSAID, nén sit dung liéu thép nhat ¢ hiéu qua va trong thai gian ngan nhat co
thé. Bénh nhan cén dugc theo dai thuding xuyén vé xudt huyét Gl trong khi diéu tri bing
NSAID. Néu chifc ndng than hodc gan bi suy gidm, liéu lugng nén dudc danh gia can than.
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P tjan niedden trung binh, (xem phdn 6 - Canh bdo va thdn trong khi ding
thudc) va benh nhan suy than nang (xem phdn 5 - Chang chi dinh).

Bénh nhan suy gan

D6i véi bénh nhan suy gan nhe dén trung binh (xem phdn 6 - Canh bdo va than trong khi
dung thudc) va bénh nhan suy chdc nang gan ndng (xem phdn 5 - Chong chi dinh).

5. CHONG CHi DINH

Qua man véi bat ky hoat chét nao hoac véi bat ky té dugc nao.

Ibuprofen khong nén dugc sit dung cho nhiing bénh nhan da ¢6 phan tng qua man treéc
d6 (vi du nhu hen suyén, néi may day, phi mach hodc viém mii) sau khi dung ibuprofen,
aspirin hodc cac NSAID khac.

Ibuprofen cling dugc chdng chi dinh & nhing bénh nhan ¢d tién st xuat huyét hoac thing
da day rugt, lien quan dén diéu tri NSAID trudc do. Ibuprofen khng nén dugc st dung cho
nhitng bénh nhan bi loét da day t4 trang dang tién trién hodc 6 tién st tai phat hodc xudt
huyét duding tiéu hoa (hai hoac nhiéu dot viém loét hoac xuat huyét).

Ibuprofen khong nén dung cho nhiing bénh nhan c6 xu hudng xuat huyét.

Ibuprofen dugc chdng chi dinh & bénh nhan suy gan va suy than (toc do loc cau than dudi
30ml/ph).

Bénh nhan suy tim sung huyét (tirdo d&n dd IV theo phan do chifc nang cia suy tim theo
Hoi Tim New York — NYHA), benh tim thiéu mau cuc bd, bénh dang mach ngoai vi, bénh
mach mau nao.

Ibuprofen dugc chang chi dinh trong ba thang cudi cia thai ky.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

Cic tic dung khdng mong mudn 6 thé dugc giam bing cach st dung liéu thap nhit c6
higu qua trong thi gian ngan nhit can thiét dé kiém soat cac tridu ching.

Vién nén ibuprofen chta monohydrat lactose. Nhiing bénh nhan ¢ vén dé di truyén hiém
gip vé khong dung nap galactose, thiéu hut Lapp lactose hoac kém hap thu glucose-
galactose khong nén ding thudc nay.

Ciing nhu cac NSAID khac, ibuprofen co thé che déu céc dau hiéu nhiém tring.

Nén trénh sit dung ddng thai ibuprofen vdi cic NSAID, bao gém ca cc chat tc ché chon loc
cyclooxygenase-2, do lam tang nguy <o loét hoac chay mau.

( nhiing bénh nhén bi dau ddu thuang xuyén hoac hang ngay mac di st dung thudc giam
dau thuding xuyén c6 thé chin doan dau ddu do lam dung thudc (MOH) . Bénh nhan dau
dau do lam dung thudc khong nén diéu tri bing cach tang liéu thudc gidm dau. Trong
nhitng trudng hop nay, nén nging st dung thudc giam dau.

Udng ddng thai rugu véi NSAID, bao gom ibuprofen ¢ thé lam tang tac dung phu trén
duang tiéu hda, ching han nhu xuat huyét G| hodc hé than kinh trung vong.

Nguti cao tudi: Tang kha nang gdp céc phan ting ¢6 hai vdi NSAID, dac biét |a xuat huyét va
thung da day rugt, ¢d thé gay tirvong.

Tré em: Nquy co suy than  tré em va thanh thiéu nién néu bi mat nudc.

Nguy co huyét khdi tim mach

Ibuprofen c6 thé [am tang nguy co xust hién bién c6 huyét khdi tim mach, bao gom ¢a nhoi
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mau co timyagotquy, cot Men tli vong. Nguy conay co thé xuat hién som trong vai
tudn dau du Sevmes thefang Ién theo thoi gian ding thudc. Nouy co huyét Khai tim
mach dugc ghi nhan chi yéu 6 liéu cao.

Bac sy can danh gid dinh ky su xudt hién cia cac bién ¢d tim mach, ngay ca khi bénh nhan
khdng ¢d cac triéu ching tim mach trudc dé. Bénh nhan cdn dugc canh bao vé cc triéu
chiing clia bién ¢8 tim mach nghiém trong va can tham khdm béc sy ngay khi xudt hién
céc triéu ching nay.

pé giam thiéu nguy co xuat hién bién c6 bat loi, can sif dung thugc nay & liéu hang ngay
thap nhat cd hiéu qua trong thai gian ngdn nhit o thé.

Chdy mdu dutng tiéu hoa, loét va thing:

Chay mau, loét hoac thing dudng tiéu hda, co thé gay td vong vao bat ky luc nao trong
qua trinh diéu tri bang NSAID, ¢6 hoac khdng ¢ cac triéu chiing canh béo hodc tién st cac
bién c6 Gl nghiém trong trudc do.

Nquy co chdy méu, loét hodc thing dudng tiéu hoa cao hon khi ting liéu NSAID, & nhiing
bénh nhan cd tién st loét, dac biét néu 6 bién chiing xuat huyét hodc thung & nguoi cao
tudi. Nhimg bénh nhan nay nén bét dau diéu tri vdi liéu thap nhat hién ¢0. Diéu tri két hop
v6i cic chét b3o vé (vi du nhu misoprostol hodc thudc e ché bam proton), va cé nhiing
bénh nhan khi c4n diing dong thai vdi aspirin liéu thip, hodc céc thudc khac cd khd nang
lam tang nguy co dudng tiéu hoa.

Bénh nhan 6 tién sit bénh duding tiéu hda, déc biéta ngudi cao tudi, nén bao céo bat ky
triéu ching bat thudng nao & bung (dac biét la xuat huyét tiéu héa) trong giai doan dau
diéu tri.

Cén than trong & nhiing bénh nhan diing déng thi céc thudc cd thé lam tang nguy <o
loét hodc xust huyét, ching han nhu corticosteroid dudng udng, thudc chdng déng mdu
nhu warfarin, thusc tfc ché tai hap thu seratonin d chon loc hodc thudc chdng tiéu cdu
nhu‘aspirin.

Khi xudt huyét hoac loét dutg tiéu hoa & banh nhén dung ibuprofen, nén nqting diéu tri.
NSAID st dung than trong cho nhing bénh nhin cd tién s viém |oét dai trang hodc bénh
Crohn vi nhitng tinh trang nay ¢6 thé tram trong han.

Réi logn hé hdp va phdn dng qud mdn:

(4n than trong néu st dung ibuprofen cho bénh nhan b hoac cd tién si hen phé quan,
viém miii man tinh hodc cac bénh di ing vi NSAID da duoc béo cdo | gy co that phé quan,
ndi may day hodc phii mach & nhimg bénh nhan nay.

Suy tim, than va gan:

Vigcstt dung NSAID c6 thé lam gidm s hinh thanh prostaglandin phu thudc vao liéu lugng
va dén dén suy than. Viéc udng ddng thoi nhiéu loai thudc giam dau tuong ty theo thai
quen cang lam tang nguy cd nay. Nhing bénh nhan ¢é nguy o cao nhdt bi phan Ung nay
|a nhitng nqudsi bi suy gidm chdc nang than, suy tim, roi loan chic nang gan, nhiing ngudi
dang ding thudc loi tiéu vi ngudi cao tudi. Bi véi nhing bénh nhan nay, ding liéu thap
nhit c6 hiéu qua, trong thai gian ngan nhat c6 thé va theo doi chdc nang than, dac biét &
nhiing bénh nhan dugc diéu tri lau dai.

Ibuprofen nén dugc s dung can than cho nhiing bénh nhén cd tién su suy tim hodc tang
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huyétdpvi ing.phie bao cdo lién quan dén vigc dung ibuprofen.
Anh huttng dén timemg Y8 mdch mdu ndo:

Cin theo ddi va tu van thich hop cho nhiing bénh nhan ¢6 tién st tang huyét ap va / hoac
suy tim sung huyét nhe dén trung binh vi tinh trang gil nudc va phit né da duoc béo cao
lién quan dén diéu tri NSAID.

C4c nghién c(u 1am sang cho thay ring viec st dung ibuprofen, ddc biét & liéu cao (2400 mg
/ ngay) <0 thé lam tang nguy 0 huyét khdi dong mach nho nhu nhéi mau co tim hodc a6t
quy. Nhin chung, cdc nghién cdu dich & hoc khang cho théy rang ibuprofen liéu thap (vi du <
1200mg / ngay) c6 lién quan dén tang nguy @ bign ¢8 huyét khdi dong mach.

Bénh nhan bitang huyét ap khong kiém soat duoc, suy tim sung huyét (NYHA 1111}, bénh
tim thiéu mau cuc bd da hinh thanh, bénh ddng mach ngoai viva / hodc bénh mach médu
ndo chi nén diéu tri bing ibuprofen sau khi da can nhic ¢3n than va tranh ding liéu cao
(2400mg / ngay). Cing nén xem xét ¢&n than trudc khi bat ddu diéu tri lau dai cho bénh
nhan ¢ cac yéu t6 nguy co clia bién ¢ tim mach (vi du nhu tang huyét ap, tang lipid mau,
dai thao dudng, hut thudc 1a), dac biét néu cin dung liéu cao ibuprofen (2400mg / ngay).
Tdc dung trén than:

Can than trong khi bat déu diéu tri bing ibuprofen & nhiing bénh nhan bi mat nudc dang
ké. 6 nquy co suy than dac biét & tré em, thanh thidu nién va ngudi gia bi mat nuac.
Ciing nhu cac NSAID khdc, stf dung ibuprofen trong thi gian dai dan dén hoai tdnhu thén
va céc thay ddi bénh ly than khac, péc tinh trén than cing da dugc thiy & nhiing bénh
nhan ma prostaglandin than 6 vai tro bis dép trong viéc duy tri tudi mau than. 0 nhiing
bénh nhén nay, sif dung NSAID ¢6 thé 1am gidm sy hinh thanh prostaglandin phu thudc
vao liéu luong va thi hai la luu ligng mau qua than, c6 thé gay suy than. Bénh nhan «
nguy cd cao nhat bj phan tng nay |a nhitng ngudi bi suy gidm chuc ndng than, suy tim, rdi
loan chitc nang gan, nhing nqudi dang diing thudc lgi tiéu va thudc tc ché men chuyén
va ngudi cao tudi.

SLE va bénh ma lién két hdn hop:

(ybénh nhan lupus ban d6 hé thang (SLE) va roi loan ma lién két hon hgp, o thé tang nguy
ca viém mang nao vo khudn.

Phén ting da nghiém trong:

Cic phan ng da nghiém trong, ¢0 thé gay tif vong, bao gdm viém da troc vay, hoi ching
Stevens-Johnson va hoai tlr biu bi nhiém doc, da dugc bao cao rdt hiém khi lién quan dén
viée sit dung NSAID. Bénh nhan ¢o nquy ca cao nhat bi nhiing phdn ing nay sém trong qud
trinh diéu tri trong thang dau tién diéu tri. Mun mi ngoai ban cdp tinh (AGEP) da dugc
bdo cdo lién quan dén cac san pham c6 chiia ibuprofen. Nén nguing dung ibuprofen khi
xudt hién ban ddu trén da, ton thuang niém mac hoac bt ky dau hiéu qua man nao khac.
Trong mot 56 trutmg hap d3c biét, bénh thily dau & thé 1a ngudn gc cia cac bién chiing
nhiém tring da va mo mém nghiém trong. Cho dén nay, khong thé loai tr vai tro gop
phén clia NSAID trong viéc lam trdm trong thém cac bénh nhiém tring nay. Vi vay, nén
trénh sit dung ibuprofen trong truding hap bi thiy dau.

Tdc dung huyét hoc:
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Viém mang ndo vd trung:

Viém mang ndo vé trung la mot s6 trudng hdp hiém hoi x3y ra @ bénh nhan dang diéu tri
béing ibuprofen. Mac di c6 nhiéu khd nang x3y ra & bénh nhan lupus ban do hé thong va
céc bénh md lién két, nhung khdng gdy benh man tinh tiém an.

Suy gidm kha ndng sinh sdn cda phu ni:

Viéc sit dung ibuprofen ¢o thé lam giam kha nang sinh san cta phu nif va khong duac
khuyén cdo st dung & phu nif dang ¢6 k& hoach mang thai. 0 nhiing phu nif gap khd
khén trong viéc thu thai hodc dang trong qué trinh diéu tri vd sinh, nén nging sif dung
ibuprofen.

7,50 DUNG THUGC CHO PHU N/ CO THAI VA CHO CON BU THO KY MANG THAI
Phu nif ¢6 thai:

Sy (ic ché téng hop prostaglandin cd thé anh hudng xau dén thai ky va / hodc su phat trién
clia phoi / thai nhi. D liéu tif cdc nghién ciu dich & hoc cho théy ting nguy co sdy thai,
di dang tim va rdi loan da day sau khi st dung chat tic ché tdng hgp prostaglandin trong
thoi ky ddu mang thai. Nguy ca tang theo Jiéu luong va thoi gian diéu tri. ( dong vat, viec
st dung mot chét tc ché tang hap prostaglandin da dugc ching minh la |am téng tan hai
irude va sau khi [am t6 va gdy chét phoi / thai. Ngoai ra, gia tang tj Ié mac cac di tat khac
nhau, bao gdm ca tim mach, da dudc bao co & dong vat duac st dung chat ¢ ché tng
hap prostaglandin trong thdi ky phét trién céc co quan.

Trong ba thang ddu va ba théng cui cia thai ky, khong nén ding ibuprofen trif khi tht
¢én thiét. Néu sif dung ibuprofen cho phu nit dang 3 gdng thy thai, hodc trong ba thang
d3uhosc ba thing cudi cda thai ky, nén chi dinh liéu cang thap va thai gian diéu tri cang
ngan cang tot.

Trong ba thang cudi cda thai ky, tat cé cac chdt Uc ché tdng hop prostaglandin ¢6 thé khién
thai nhi méc nhiing diéu sau day:

» Nhiém doc tim phdi (véi viec d6ng sém ong dong mach va tang ap ddng mach phdi)

- Rdi loan chifc ndng than, cé thé tién trién thanh suy than véi oligohydramnios.

Vao cudl thai ky, cac chét uc ché tdng hop prostaglandin 6 thé khién me va tré 5o sinh mac
vi nhitng diéu sau day:

- (6 thé kéo dai thi gian chdy mau

« Uc ché céc con co tir cung, c6 thé 1am chuyén da chém hodc kéo dai.

Do 6, ibuprofen bi chdng chi dinh trong ba thang cudi cla thai ky.

Phu nit cho con bu:

Trong cac nghién ctu han ché cho dén nay, NSAID c6 thé xudt hién trong sdia me vdi ndng
d6 rit thap. Néu cd thé, nén tranh dung NSAID khi cho con bd.

8. ANH HUGNG CUA THUGC LEN KHA NANG LAI XE VA VAN HANH MAY MOC
(6 thé xay ra céc tac dung khang mong mun nhu chong mat, buén ngd, mét moi va roi
loan thi giac sau khi diing NSAID. Néu bj anh hudng, bénh nhan khdng nén i xe hodc van
hanh may mac.

9. TUGNG TAC, TUONG KY CUA THUGC
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(an than i b)é\n dugc diéu tri bang bat ky loai thuc nao sau day vi
tuong tac da 3 %40 &mot s6 bénh nhén:

« Thudc chdng tang huyét ap, thudc chen beta va thudc i tiéu: NSAID cd thé lam giam tac
dung ctia thudc chdng tang huyét dp, chang han nhu thudc tc ché men chuyén, thudc
d6i khang thy thé angiotensin-Il, thudc chen beta va thudc |gi tiéu. Thudc lai tiéu cling
¢6 thé lam tang nquy co gay doc cho than cla NSAID.

« Glycosid tim: NSAID ¢6 thé fam tram trong thém tinh trang suy tim, giam GFR va tang
ndng dg glycosid tim trong huyét tuong.

« Cholestyramin: Viéc dung ddng thi ibuprofen va cholestyramin ¢6 thé lam giam sy hap
thu clia ibuprofen & dudng tiéu hoa. Tuy nhién, y nghia lam sang van chua dugc biét ro.

« Lithi: Gidm thai trit lithi.

« Methotrexat: NSAID ¢6 thé tc ché bai tiét methotrexat & dng than va lam giam do thanh
thdi cla methotrexat.

« Ciclosporin: Tang nguy ¢d nhiém ddc than.

« Mifepriston: V& mat Iy thuyét, viéc giam hiéu qua ctia thudc @ thé xdy ra do dac tinh
antiprostaglandin cia NSAID. Bing chiing han ché cho thay rang viéc dung chung NSAID
vao ngay dung prostaglandin khong inh hung xdu dén tac dung cla mifepriston hodc
prostaglandin ddi véi su chin clia ¢6 tit cung hodc co bp tircung va khong lam gidm hiéu
qua lam sang clia thudc dinh chi thai nghén.

« Thudc giam dau khac va thudc i ché chon loc cyclooxygenase-2:Trdnh s dung ddng thai hai
hoac nhiéu NSAID, ké ca thudc dc ché Cox-2, vi @ thé [am ting nguy ca téc dung phu.

« Aspirin (Acetylsalicylic axit): Cling nhu céc san pham khc c6 chifa NSAID, thudng khong

khuyén cdo stf dyng ddng thasi ibuprofen va aspirin vi khd nang téng tac dung ph.
Dt liéu thuc nghiém cho thy ibuprofen ¢6 thé (ic ché canh tranh tac dung ca aspirin
liéu thdp d6i voi sy két tu tiéu cau khi ching duoc ding d6ng thei. Macdi o nhiing digu
chua chic chan lién quan dén viéc ngoai suy cdc dif liéu nay d6i vdi tinh trang lam sang,
nhung khang thé logi trif kha nang sit dung ibuprofen thudng xuyén, lau dai cd thé lam
giam tac dung bao vé tim mach clia axit acetylsalicylic lidu thap.

. Corticosteroid: Tang nquy co loét hodc chay méau dudng tiéu hoa khi ding NSAID.

« Thusc chdng dong mau: NSAID cd thé tang cudng tac dung clia thudc chéng dong mau,
chdng han nhu warfarin.

» Khang sinh nhém quinolon: D liéu trén dtng vat cho thay NSAID ¢o thé lam tang nguy
cd co giatlién quan dén khang sinh nhom quinolon. Bénh nhén dung NSAID vaquinolon
¢ thé tang nguy co bi co giat.

» Sulfonylurea: NSAID co thé lam tang tac dung clia thudc sulfonylurea. Ba cd nhing bao
céo hiém gap vé tinh trang ha dudng huyét & bénh nhan ding dang thoi sulfonylurea
va ibuprofen.

« Thudc chdng tiéu cdu va chdt dc ché tai hap thu serotonin c6 chon loc (SSRI): Tang nguy
cd xuit huyét tiéu hoa khi dung chung vdi NSAID.

« Tacrolimus: C6 thé ting nguy co ngd doc thn khi dung NSAID ciing vdi tacrolimus.

« Zidovudin: Tang nquy ¢o nhiém doc huyét hoc khi diing NSAID véi zidovudin. C6 bang
chiing vé su gia tang nguy cd mac beénh mau dong va tu mau & nguai bénh mau kho
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thoi zidovudin va ibuprofen.

giam bai tiét aminoglycosid.

« Chat ch1etxu5ttuthéu duoc: Ginkgo biloba c6 thé lam tang nquy co chdy mau vai NSAID.

« Chét tc ché& CYP2C9: Dung ddng thai ibuprofen vdi chdt tc ché CYP2C9 o thé lam
ting ndng do ibuprofen (chét nén CYP2C9). Trong mdt nghién clu vdi voriconazol va
fluconazol (chét dic ché CYP2C9), muic dd phoi nhiém S (+) thi ndng dd ibuprofen tang
lén khoang 80 dén 100% da dugc ching minh. Can can nhac gidm liéu ibuprofen khi
dung ddng thai cic chat e ché CYP2CS manh, dac bigt khi dung ibuprofen liéu cao
chung véi voriconazol hodc fluconazol.

10. TAC DUNG KHONG MONG MUGN

« Réi loan tiéu hoa: Thudng gap nhét la & dudng tiéu hda. (6 thé xdy ra loét da day ta
trang, thiing hoac chdy mau GI, doi khi gy tif vong, dac biét ¢ nquoi ¢ao tudi. Budn non,
non, tiéu chay, ddy hoi, tdo bén, khé tiéu, dau bung, phan den, ndn ra mau, viém loét
miéng, xudt huyét dubng tiéu hoa va dat cap clia viém dai trang va bénh Crohn da dudc
bao cdo sau khi dung ibuprofen. [t gap hon 12 viém da day, loét td trang, loét da day va
thlng dudng tiéu héa.

« Rdi loan hé thdng mién dich: Cc phan (ng qué man da dugc bao céo sau khi diéu tri
béing NSAID. Ching c6 thé bao gém (a) phan tng di ting khdng ddc hiéu va phan v, (b)
phan tng duong ho hap bao gém hen suyén, hen suyén nang hon, co thit phé quan
hodc khd thd, hodc (c) cac loai réi loan da, bao gdm phét ban cc loai, ngua, may day,
ban xudt huyét, phi mach va rét hiém gap, ban dd da dang, da ndi béng nudc (bao gom
hoi chiing Stevens-Johnson va hoai tif biéu bi nhiém doc).

« Rdi loan tim va réi loan mach mau: Phi, tang huyét 4p va suy tim da duoc béo cdo lién
quan dn diéu tri NSAID. Céc nghién ciu ldm sang cho théy viéc sif dung ibuprofen, dac
biét & liéu cao (2400 mg / ngay) ¢d thé lam tang nquy ca huyét khoi dong mach nho nhu
nhdi mau co tim hodc dét quy.

« NHiém triing: Viém mii va viém mang ndo vé khudn (dac biét & nhiing bénh nhén c6 rdi
loan tumién dich hién c6, chdng han nhu lupus ban 48 hé thdng va bénh md lién két hon
hop) vdi cac triéu ching cing c6, dau ddu, budn non, ndn, s6t hodc mat phuang hudng.

« SU trdm trong clia cdc triéu chung viém lién quan dén nhiém tring vdi viec su dung
NSAID da duoc mo ta. Do do, néu cac dau hiéu clia nhiém triing xay ra hodc tré nén nang
hon trong qué trinh st dung ibuprofen, bénh nhan nén dén bac sTngay lap tic.

« Réi loan da va mé dudi da: Trong mot s trugng hop dac biét, nhiém tring da nghiém
trong va cac bién chiing mé mém c6 thé xdy ra khi nhiém thiy dau (varicella).

Céc phan (g c6 hai sau ddy cd thé lién quan dén ibuprofen va dugc hién thi theo quy udc

tdn s6 MedDRA va phan loai co quan hé thang. Céc nhém tan sudt dugc phan loai theo cac

quy udc tiép theo: Rat phd bién (=1/10), Phé bién (=1/100dén <1/10), Khdng pha bién

(=1/1.000 dén <1/100), Hiém (=1/10.000 ¢én <1/1.000), Rat hiém (<1/10.000) va

Khéng biét (khdng thé udc tinh tir dir liéu cd sén).

e
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He ca. g‘ﬁ Phan iing bat lgi
Nhigm tring vaniiemdpelKhorgdhd | Viem mii
bién
Hiém Viém mang ndo vd khuan
Réiloan hé thang bach | Hiém Giam bach cau, gidm tiéu cau, gidm bach cdu trung
huyét va mau tinh, mét bach cdu hat, thiéu médu bat san, thiéu mdu
tan mau
Roiloan hé thong mién  [Khongphd | Qué mén
dich bién
Hiém Phdn tng phan vé
Réi loan tam than Khong phd | Mat ngd, loléng
bién
Hiém Trdm ¢dm, trang thdi béi réi
Rdi loan hé than kinh Phd bién Nhic ddu, chong mat
Khongphd | Gay mé, budn ngu
bién
Hiém Viém day than kinh thi giac
Roi Joan mdt Khongphd | Khiém thi
bién
Higm Banh thén kinh thi gidc nhiém ddc
RSiloantaivamé cung | Khongphd | Nghe kém, U tai, chong mat
: bién
Rdi loan ho hap, 16ng nguc | Khong phé | Hen suyén, co that phé quan, kha thd
va trung thét bién
Roi loan tiéu hoa Pho bién Kha tiéu, tiéu chay, budn nén, nén, dau bung, ddy
hai, tdo bon, phan den, nan mia, xudt huyét dudng
tiéu hoa
Khongphd | Viém da day, ta trang, loét da day, loét miéng, thing
bién dutng tiéu héa
Rét hiém Viem tuy
Khong biét | Bot cdp cla bénh viém dai trang va bénh Crohn
Roi loan gan mt Khéngphd | Viém gan, vang da, chiftnang gan bit thung
bién
Rat hiém Suy gan
R6i loan da va md duéida |Phé bién Phat ban
Khongphd | Mé day, ngtra, ban xut huyét, phi mach, phan iing
bién nhay cdm vdi &nh sdng
Rat hiém Cac dang phan tng da nghigm trong (vi du nhu ban
. 46 da dang, phan ing béng nudc, bao gm hji chifng
Stevens-Johnson va hoai tf bidu bi nhiém d9¢)
Khangbiét | Phdn tng thudc vdi tang bach Cau ai toan va cdc tridu
chimg toan than (hdi ching DRESS)
Mun mii ngoai tiét tong quat cip tinh (AGEP)
Riloan thn va tiétniéu | Khongphd | Nhiém doc than & nhiéu dang khac nhau nhu viem
bién than md k&, hdi ching than hu v suy than
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Hé (r.f Phan (ing bat lgi

tthung phd | Nhiém doc than @ nhidu dang khac nhau nfw viém
bién than ma k&, hol ching than hu va suy than

Rdiloan chungvatinh | Phd bién Mt mdi

trang co dia Hiém Phu né

Roi loan tim Rt hiém Suy tim, nhdi mdu g tim

Rdi loan mach médu Rat hiém Tang huyét ap

11.QUA LIEU VA CACH XU TR

Ddctinh

C4c ddu hidu va triéu chitng clia ngd ddc thuang khang dugc quan sat théy & lidu dudi
100 mg / kg & tré em hodc nguai ldn. Tuy nhién, cdn cham sdc ho trg trong mot 56 trudng
hop. Tré em xuat hién cac ddu hiéu va trigu ching ngd ddc sau khi udng 400 mq / kg hoac
€ao hon.

Triéu chifng:

Hau hét nhiing bénh nhan da udng mét lugng |6n ibuprofen s& biéu hién cac triéu chiing
trong vong 4 dén 6 gid. Cdc triéu chung qua liéu duoc bdo cdo thudng xuyén nhat bao
g6m budn nén, non, dau bung, hon mé va budn ngu. Cac téc dang lén hé than kinh trung
wong (CNS) bao gom nhifc ddu, U tai, chéng mat, co it va mat y thic. Rung giat nhan
céu, toan chuyén hda, ha than nhigt, nh hudng dén than, xudt huyét tiéu hoa, hin mé,
nqung thd, tiéu chay va suy nhuoc thn kinh trung uong va hé ho hdp cing hiém khi duoc
bao c4o. Trong ngd ddc nghiém trong, nhiém toan chuyén héa co thé xay ra. Mat phuong
huéing, kich thich, ngdt xiu va nhiém doc tim mach, bao gém ha huyét ap, nhip tim chdm
va nhip tim nhanh da dugc bdo cdo. Trong truing hgp qua liéu dang ke, cd the bj suy than
va ton thuang gan.

Cdch xirtri:

Bénh nhan cdn duoc diéu tri trigu chiing theo yéu cdu. Trong vdng mét gid sau khi udng
qué liéu sé c6 nhiing nguy co tiém an, nén can nhac viéc sit dung than hoat tinh. Ngoai ra,
& ngu@i Idn, nén can nhdc rlta da day trong vong mdt gits sau khi uding thudc qua liéu vi
¢d thé de doa tinh mang.

C4n dam bao lugng nudc tiéu tot.

Chiic nang than va gan can dudc theo doi chat ché.

Bénh nhan nén dugc theo ddi it nhét ban i sau khi udng mét lugng cd thé gay doc.

Co giat thudng xuyén hodc kéo dai nén dugc diéu tri bang diazepam tiém tinh mach. CGic
bién phap khéc c6 thé dugc chi dinh tly theo tinh trang lam sang ctia bénh nhan.
12.DACTINH DUQC LUCHOC

Phan loai dutc Iy: Thudc gidm dau va khang viém, khang steroid; dan xuat cua axit propionic.
Ma ATC: MOTAEO1

Ibuprofen 12 mdt dén xudt ctia axit propionic 6 hoat tinh gidm dau, khang viém va chéng
nhiét miéng. Tac dung diéu trj cta thudc nhu mot NSAID dugc cho la do tac dung dc ché
clia n6 d6i véi enzym cyclo-oxygenase, din dén lam giam 1 rét qud trinh tong hop
prostaglandin.
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DU liéu thuc ngh 'ﬂg%ﬁﬂ thé (fc ché canh tranh téc dung cla aspirin liéu
thap doi véi su két to _ Guchung ddng thai. Mot 56 nghién cdu dugc luc
hoc cho thay khi dung liéu duy nhét ibuprofen 400mg trong vong 8 gid trudc hoac trong
vong 30 phut sau khi diing aspirin gidi phong tuc thi (81mq), téc dung gidm cla aspirin
doi véi su hinh thanh thromboxan hodc két tap tiéu cau xdy ra. Mdc du ¢d nhiing diéu chua
chdc chan lién quan dén viéc ngoai suy cac dif liéu nay vdi tinh trang lam sang, nhung
khdng thé loai trirkha néng st dung ibuprofen thuting xuyén, lau dai ca the lam gidm tac
dung bdo vé tim mach ctia axit acetylsalicylic liéu thap. Khdng cd tac dung lam sang nao
dugc coi 13 cd thé xdy ra khi st dung ibuprofen khdng thuong xuyén.
13.DACTINH DUOCDONG HOC
Ibuprofen dugc hap thu t6t qua dugng tiéu hoa va lién két rat nhiéu vdi protein huyét
tuong, ndng do dinh trong huyét thanh xdy ra sau khi uong 1-2 gio. Thai gian ban thai cta
thudc khodng 2 gid.
Ibuprofen dugc chuyén hoa & gan thanh hai chat chuyén hoa, dugc bai tiét nhanh qua
nudc tiéu dudi dang khong doi hodc dudi dang lién hap.
14.QUI CACH DONG GOI
Hop 3, 5, 10 vi x 10 vién nén bao phim (Kém t& hudng dan st dung).

15.DIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUONG CUA THUGC
» Bao quan: Noi khd mdt, nhiét d dudi 30°C, tranh dnh séng.

« Han dung: 36 thang ké tif ngay san xudt.

+ Tiéu chuan chat lugng: Tiéu chuan (o sd.

16. TEN, DIA CHI CUA €0 SO SAN XUAT THUGC

CONG TY CO PHAN DUOC PHAM CUU LONG
Dia chi: S8 150, dutng 14/9, phuang 5, thanh pha Vinh Long, tinh Vinh Long
Bién thoai 0270 3822533 Fax: 0270 3622129

[in DK] 201202 _Toa lbuprofen 200_297x297.indd 10

28-De0-20 43337 PW



