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VIEN NEN

POC KY HUONG DAN SU' DUNG TRUOC KHI DUNG.
DE XA TAM TAY TRE EM.
THUOC NAY CHI DUNG THEO PON THUOC.
bét dAu didu trj bang acid tiaprofenic, bénh nhan nén thong bao cho bac si
vé cactriéu chirng tiét niéu.

THANH PHAN CONG THU'C THUOC:
Mdi vién nén chira:

Thanh phan dupc chét: ~ XuAt huyét tiéu héa, loét hoac thing da day, c6 thé gay tir vong, da duoc
Acnc_j Haprotenle o s SR s s 300mg b4o céo voi tht ca cac NSAID cé hodc khong co cac triéu chirng canh bao
Thanh phén ta dugc: hoac co tién stz bénh duréng tiéu hda nghiém trong.

Nguy co xuat huyét tiéu hoa, loét hoac thiing da day ti 1é thuan vdi viéc
tang liéu NSAID & nhirng bénh nhan c6 tién st loét va nguoi gia. Nhirng
bénh nhan nay nén dugc bat dau diéu tri véi liéu thap nhat c6 hiéu qua va

Tinh bdt bép, Cellulose vitinh thé, Lycatab PGS, Natri starch glycolat, Natri
lauryl sulfat, Magnesi stearat, Colloidal anhydrous silica.

DANG BAO CHE: : 3 f ; ;
Viénnén, ket hop dieu‘ tri voi thuoc bao vé duong (lél{ héa (nhw misoprostol hqac
Vién nén tron, mau trdng, hai mattron, canh va thanh vién nguyén ven. thuéc trc ché bom proton). Bént} nhén c6 tien st nhiem doc duong tiéu
CHIDINH: hoa cén théng bao cho bac si vé bat ky triéu chirng dudng tiéu hoa bat
Bae .l Lo . " - Bk thwong dac biét trong giai doan dau clia ché dé diéu tri.
;rrgzéiggﬁ g:ni chosgg-uél Iérn v tré em trén 30 kg do giam dau va viem Than trong khi phéi hop diéu trj acid tiaprofenic véi cac thude co thé [am
g g9 op satl: tang nguy co loét hoac chay mau, nhu corticosteroid dudng udng, thube

- Railoan co xuong va khép nhu viém khop dang thap, viem xuong khop, chbng dong mau nhu warfarin, thudc (rc ché chon loc serotonin hodc

thoai hoa dét sbng cirng khop, viém cot séng dinh khérp.
- Réiloan quanh khép nhu: viém xo, viém bao hoat dich.
Viém mom 16i cAu va viem cac md mém khéc, bong gan va cang co.

thude chéng két tap tiéu ciu nhuw aspirin,
Céc phan (rng da nghiém trong nhw viém da troc vay, hdi chirng Stevens-
Johnson, hoai t& biéu bi nhiém doc da duoc bao cdo khi ding thude

Dau thatlung, dau va viém sau phau thuat.

- Cactén thwong md mém khac.

LIEU DUNG -CACH DUNG:

Lieudung:

- Nguoilén: liéu thudng dung 300 mg/lan, 2 1an/ngay.

- Tré em trén 30 kg: udng 300 mg/ngay.

- Ngui gia: dung thuéc than trong cho nhirng bénh nhan Ién tudi vi nguy
co cao xay ra nhiing tac dung khong mong mudn. Can dung liéu thap nhat
¢6 hiéu qua trong thoi gian ngan nhét va phai theo doi thuwéong xuyén tinh
trang chay mau duong tiéu hoa khi bat dau diéu tri voi NSAID.

Cachdung:

- Ubng thubc véi nhiéu nudre, co thé ubng trong hodc sau bira an va chia
thanh 2 - 31an trong ngay.

_ Nén diéu tri trong thoi gian ngén nhét véi liéu thap nhét c6 hiéu qua dé
giam thiéu tac dung khéng mong muén do diing thude.

Mét s6 lwu y dic biét vé xcr 1y thubc trwde va sau khi sir dung thudce:

Khong c6 yéu cau dac biét vé x(r ly thude sau khi stir dung.

CHONG CHIBDINH:

_ M4n cam véi acid tiaprofenic hoac bét ky thanh phén nao ctia thuée.

_ Ngui 6 tién str dj (rng (hen phé quan, viém mdi, phu mach, ndi mé day)
voi cac thube ibuprofen, aspirin va céc thuée chdng viém khong steroid
khéc.

- Ngui loét da day, té trang tién trién hay c6 tién sir xuét huyét tiéu hoa lién
quan dén viéc dung thubc NSAID trudc do,

Ngu i bj suy tim & mau, suy than nang hodc suy gan nang.

~ Nguéi bénh c6 triéu ching hogc dang bj bénh vé bang quang, tién liét
tuyén.

Nguoi cb tién st rbiloan duéng tiét niéu tai phat.

- Phyn(mang thai.

- Tré emduéi 30kg.

CANH BAO VA THAN TRONG KHIDUNG THUOC:

T4c dyng khéng mong mubdn c6 thé dugc giam thiéu bang cach st dung
libu thap nhét c6 hiéu qué trong thoi gian ngén nhét dé kiém soét cac trigu
chirng. Bénh nhan dugc diéu tri bang NSAID lau dai phai dugc theo doi
chéat ché cactac dung phy.

- Acid tiaprofenic nén dugc s(rdyng than trong cho cac déitwong sau:

+ Bénh nhan suy than mantinh.

. Bénh nhan tang huyét ap dong mach va/ hogc suy tim.
+ Nguilon tubi.

. Bénh nhan co tién sir suy gan.

~ Thén trong khi dung thube cho bénh nhan dang bj hodc co tién str hen phé
quén lién quan dén NSAID.

Acid tiaprofenic c6 thé gay gitr mubi va nuéc dén dén phu né. Khi didu tri
véi acid tiaprofenic, nén theo doi cén than lvgng nuéc tiéu va chire nang
théan & nhiing bénh nhan c6 tién st tang huyét ap, suy tim, xo gan, hoi
chirng than hu va & nhirng bénh nhan dung thube lgitiéu.

Triéu chirng dudng tiét niéu va viém bang quang da duoc bao cao khi
diéu trj bang acid tiaprofenic va cac NSAID khac. Acid liaprofenic co xu
huéng gay viem bang quang cao hon cac NSAID khac Néu cac triéu
chimg tiét niéu nhu kho tiéu, tiéu dém hoac tiéu ra mau xay ra, can ngimg
acid tiaprofenic ngay 1ap Lo va tién hanh phan tich nudc tiéu. Trude khi

NSAID, tuy rat hiém. Néu thay xuat hién cac triéu chirng nhu phat ban da,
tén thuong niém mac, hodc bat ctv dau hiéu qua man nao can ngung
dung acid tiaprofenic ngay.

- Viéc str dung acid tiaprofenic c6 thé lam giam kha nang sinh san & phu ntr
va khong duoc khuyén céo ding cho phu ni¥ dang cé y dinh mang thai
hoac nhirng ngudi dang diéu tri vo sinh.

- C6 kha nang di (rng chéo gitra aspirin va NSAID khac Qbao gdm acid

tiaprofenic). Nhirng phan (rng gia di (rng nhu phat ban, ndi mé day, phu

mach, phu thanh quan, co that phé quan va soc. Bénh nhan hen suyén,
polyp miii hoac ndi mé day man tinh c6 nguy co phan (rng gia di trng cao.

Do d6, khong duoc diing acid tiaprofenic cho nhirng déi tugng nay.

Cac NSAID co thé gay trd ngai chirc nang tiéu cau, nén can ding thude

than trong & nhirng bénh nhan bi xuat huyét ndo va chay mau ndi tang

Diéu trj véi NSAID co thé gay giam phy thudc liéu tao thanh prostaglandin

va gay suy than. Nhirng nguoi cé suy gidm chirc nang than, suy tim, roi

loan chirc nang gan, dang dung thudce loi tiéu va ngudi gia cé nguy co cao
méc phai nhitng phan (rng nay. Do dé, can theo doi chirc nang than khi
dung NSAID cho nhirng bénh nhan nay.

Cén giam st chat ché khi dung NSAID cho nhirng bénh nhan cé tién str

tang huyét ap, suy tim sung huyét nhe dén trung binh vi NSAID gay gitr

nuéc va phl. Bénh nhan tang huyét ap khéng kiém soat, suy tim sung
huyét, bénh thiéu mau co tim, bénh dong mach ngoai bién, bénh mach
mau nao chi nén diéu trj véi acid tiaprofenic sau khi da xem xét can than.

& nhirng bénh nhan bj lupus ban dé hé thdng (SLE) va rdi loan mé lién két

hén hop co thé tang nguy co viém mang nao vé khudn khi dung NSAID.

Nguy co huyét khéi tim mach:

Cac thubc chéng viém khong steroid (NSAIDs), khéng phai aspirin, ding

dwdng toan than, cé thé 1am tang nguy co xuét hién bién c6 huyét khdi tim

mach, bao gdm ca nhdi mau co' tim va dot quy, cé thé dan dén tir vong.

Nguy co nay c6 thé xudt hién sém trong vai tudn dau dung thude va cé thé

tang lén theo thoi gian dung thude. Nguy co huyét khéi tim mach dugce ghi

nhan chi yéu & lidu cao.

Béc si can danh gia dinh ky sy xuat hién cda cac bién cd tim mach, ngay

ca khi bénh nhan khéng cé cac triéu chirng tim mach tredre do. Bénh nhan

can dugc canh bao vé cac trigu chirng cua bién cb tim mach nghiém trong
va can tham kham bac singay khi xuat hién cac triéu chirng nay.

Dé giam thiéu nguy co xuat hién bién cb bat i, can s dung Sunigam &

liBu hang ngay thap nhat ¢6 higu qua trong thévi gian ngan nhgt cothé.

SU’'DYNG THUOC CHO PHY NI’ CO THAIVA CHO CON BU:

Strdyung thudc cho phy nir c6 thai:

Acid tiaprofenic qua dugc nhau thai. Nhirng bat thuong bam sinh da duoc

béo céo khi didu tri bang NSAID & ngudi, tuy tan sé thap va khong ro rét. Vi

vay, Sunigam khéng nén st dung cho phu ni» mang thai.

Sirdyng thuéc cho phy nikcho con bu:

Acid tiaprofenic hién dién trong sira me véi ndng do thap (khoang 0,2% lieu

dung). Vi vay, can than trong khi ding Sunigam cho ddi tugng nay va dé

dam bao an toan cho tré bi me, can can nhc gitra viéc ngirng dung thude &
ngudi me hoac ngtrng cho con bu.

ANH HUONG CUA THUOC LEN KHA NANG LAl XE VA VAN HANH

MAY MOC:
Thudc c6 thé gay chdng mat, nhirc dau, do giac, budn ngd. Vivay, can than
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trong khi str dung thude cho di tuong 14i tau xe va van hanh may moc.

TU'ONG TAC, TUONG KY CUATHUOC:

Tuwong tac cuathude:
Heparin, cac thube ha duong huyét va thude loi tiéu: do acid tiaprofenic
lién két cao voi protein huyét tuong nén tranh dung ddng thoi voi cac
thudc khac cling ¢ khd nang gan két voi protein huyét tuong nhu
heparin. Can dieu chinh lidu cac thude ha duong huyét, phenytoin va
thudc loi tiéu khi phdi hop véi acid tiaprofenic.
Thube chéng déng mau va chong két tép tiéu cau: khong ding dong thoi
Sunigam voi cac thude chéng ddng mau (heparin, warfarin), thudc chdng
két tap tidu cé_u (aspinn, ticlopidin, clopidogrel) do lam tang nguy co’ xuét
huyét. Néu bat budc phai dung két hop cac thudc nay, can theo déi chat
ché tinh trang déng mau ctia bénh nhan.

- Céc thube gidm dau G ché chon lpc COX 2: tranh két hop Sunigam véi
cac thubce (rc ché chon loc COX 2 vi tang nguy co tac dung phu trén
duongtiéuhda.

- Corticosteroid: than trong khi phdi hop Sunigam véi corticosteroid do
tang nguy co loét hodc chay mau da day.

- Glycosid tim va sulphonamid: can than trong khi ding Sunigam voi
glycosid tim hodc sulphonamid vi thuéc cé thé 1am trdm trong thém tinh
trang suy tim, giam GFR va tang ndng d6 glycosid tim trong huyét twong.

- Methotrexat: sir dung dong thdi Sunigam voi methotrexat c6 thé lam giam
thai trir methotrexat. Do d6, nén tranh ding methotrexat liéu cao va str
dung than trong véi methotrexat liéu thap.

Lithium: acid tiaprofenic lam tang nguy co ngd doc lithium do thudc lam
giam dao thai lithium

- Mifepriston: aspirin va cac NSAID khac khong nén st dung it nhat 8 - 12
ngay sau khi dung mifepriston vi thuéc NSAID c6 thé lam gidm hiéu luc
mifepriston.

~ Thubc loi tiéu: than trong khi dung Sunigam véi thude loi tidu vi acid
tiaprofenic vira lam giam kha nang loi tiéu vira giam hiéu qua ha ap va
tang nguy co suy than, tang kali mau. Ngoai ra, thudc loi tiéu cé thé 1am
tang nguy co doctinh trén than cia NSAID.

_ Tacrolimus: tang nguy co nhiém ddc than khi NSAID duoc dung két hop
voitacrolimus.

- Zidovudin: tang nguy co doc tinh trén mau khi NSAID dung chung voi
zidovudin.

~ Thubc e ché men chuyén hoac thude chen thu thé angiotensin II: can
than trong khi dung Sunigam véi cac thude e ché ACE hoac chen thu thé
angiotensin Il vi nguy co ton hai dén chirc nang than, bao gdm suy than
c4p & nhirng bénh nhan cé chirc nang than suy giam (nhuw bénh nhan bj
mgt nuéc hodc ngudi cao tudi).

Thubc G ché téi hép thu chon loc serotonin (SSRIs): than trong khi phoi
hop Sunigam véi thubc SSRIs vi acid tiaprofenic co thé lam tang nguy co
xuat huyéttiéu hoa.

_ Ciclosporin: nguy co nhiém déc than c6 thé tang lén néu NSAID dung
chung véi ciclosporin.

Khang sinh quinolon: d(r liéu nghién c(ru trén dong vat cho thay NSAID c6
thé lam tang nguy co co giat khi két hop véi khang sinh quinolon.

- Aminoglycosid hoac probenecid: than trong khi dung dong thoi Sunigam
véi aminoglycosid hodc probenecid.

Aminoglycosid tuong tac véi NSAID gay gidm chirc nang than & nhiing
nguéi nhay cam, giam thai trir aminoglycosid va ndng do trong huyét
tuong tanglén.

Probenecid tuong tac voi NSAID lam giam sy chuyén hoa va thai trir cac
NSAID va cac chat chuyén héa clia no.

Twong ky cuathudc:

Do khéng c6 cac nghién cru vé tinh tuong ky cla thuée, khéng trén 1an

thube nay véi cac thube khac.

TAC DUNG KHONG MONG MUON CUATHUOC:

_ Puwérng tiéu héa: gom céc triéu chirng nhu kho tiéu, budn non, nén, dau
byng/ dau bung trén, tiéu phan den, non ra mau, chan an, ¢ nong, réiloan
duong rubt (day hoi, tiéu chay, tdo bon), viem da day, viem loét miéng, dot
cAp cua viém dai trang va bénh Crohn. Viém tuy da dugc bao cao, tuy rat
hiem
D4 co bao cao vé cac truéing hop loét da day té trang, xuét huyét tiéu hoa
tibm tang hodc tién trién, dac biéta & ngudigia va c6 thé dén dén tir vong.

_ Dava mé dwéi da: phat ban, nbi mé day, ngira, ban xuét huyét, rung téc,
hébng ban da dang va viém da bong nwéc (hgi chirng Stevens-Johnson

hoac hoai tir biéu bi nhiém doc), phan (rng nhay cam anh sang.
Hé théng mién dich: phan (rng qua mén da dugc bao cao sau khi diéu tri
véi thubc NSAID. Céc phan (rng di (g khong déc hiéu, bénh hen suyén,
dac biét1a & cac dbi tuong di ing véi aspirin va cac NSAID khac, co that
phé quan, kho thd, phumach, sbc¢ phan vé cling da dugc bao céo.
Mau va hé bach huyét: giam tidu cu, kéo dai théi gian chay mau, thiéu
mau do xuat huyét.
Tién dinh c tai: chong mat, hoa mat, U tai va buon ngu.
Hé than kinh trung wong: nhirc dau.

_ Pwong tiét niéu: dau hoac viém bang quang, tiéu kho, tiéu rat, tiéu ra
mau, gilr nudeva mudi, viem than ké, hoi chirng than hu, suy than.

- Gan-mat: viémgan, vangda.

Cac tac dung phu da dugc bao cao nhuwng khéng cu thé vdi acid tiaprofenic

la:

_ Hé than kinh thi giac: viém day than kinh thj giac, réi loan thi giac.

~ Coxwong vamo lién két: djcam.

- Than kinh: trdm cam, It 1an, do giac. Cac bao cao cia bénh viem mang
ndo vé khuan (d4c biét Ia & nhirng bénh nhan cé réi loan hé théng ti mién
nhw lupus ban do hé théng, bénh mo lién két hén hop), véi cac triéu
chirng nhu ciing cb, nhirc dau, budn ndn, nén, sbt hoac mat phuong
hudng.

- Toan than: mét mai, kho chiu.

_ Mau va hé bach huyét: giam bach cAu trung tinh, mat bach cau hat, thiéu
mau batsan, thiéu mau tan huyét.

- Tim mach: phu né, cao huyét ap, suy tim, nguy co huyét khdi tim mach
(xem thém phan Canh béo va than trong khi dung thuée).

Théng bao ngay cho bac sy hoac dwgrc sy nhirng phan (rng c6 hai gap

phai khi strdung thuéc.

QUALIEU VA CACH XU TRI:

Qualiéu:

Céc triéu chirng khi qua liéu acid tiaprofenic bao gém: dau dau, budn nén,

noén, dau thuwong vi, xuat huyét tiéu hoa, tiéu chay, mat phuong hudng, kich

thich, hdn mé, buon ngli, chéng mat, U tai, ngat xiu, thinh thoang co giat.

Trong trudng hop ngd doc cép tinh, co thé dan dén suy than va tén thuong

gan.

Cach xdrtri:

- Chuiyéuladiéu tritriéu chirng.

- Bénh nhan phai duoc theo doi it nhat bon gier sau khi udng liéu doc.

- Rira da day hoéc dung than hoat dé ngan chan sy hap thu thuéc trong
vong mot gior sau khi uong lidu doc.

- Theo doichat ché chirc ndng than vagan.

- Néu c6 co giat thuérng xuyén hoac kéo dai nén diéu tri bang cach tiém tinh
mach diazepam va ding cac bién phap diéu tri hd tro khac thy thudc vao
tinh trang lam sang ctia bénh nhan.

PAC TINHDU'QC LUCHOQC:

- Nhém dugcly: khang viém Non-steroid.

- MAaATC: MO1AE11.

Acid tiaprofenic 1a dan xuat cua acid propionic, thugc nhém thude chong

viém khdng steroid (NSAID).

Acid tiaprofenic ngan chan qua trinh sinh téng hop cla protaglandin va 1a

chét déi khang khéng chon loc clia bradykinin, prostaglandin E2, serotonin,

histamin, va acetylcholin. Do do, acid tiaprofenic co6 tac dung giam dau, ha
s6tva chbng viém.

DAC TINH DU'Q'C DONG HOC:

- Acid tiaprofenic dugc hap thu qua dudng tieu hoa va dat ndng do dinh
trong vong 1,5 gior sau khi uéng. Ty 1& thude géan voi protein huyét trong
cao, khoang 98%. Acid tiaprofenic va céc chat chuyén hoa clia nd dugc
thai trir qua nudc tiéu dudi dang cac acyl glucuronide, mét phan nho
duoc bai tiét qua mat. Thoi gian ban thai cla acid tiaprofenic ngan,
khoang 2 gio.

Acid tiaprofenic cé thé qua dugc nhau thai va phan bd duoc vao siva me
v&imét lwgng nho.

QUY CACHDONG GOI:

Hop 3vix 10 vién nén.

PIEU KIEN BAO QUAN: Du¢i 30°C, tranh &m va anh sang.
HAN DUNG: 24 thang ké tr ngay san xuét.
TIEU CHUAN CHAT LUQNG CUATHUOC: TCCS.
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