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Huténg ddn sir dung thuoce
Rx
APIROFENIC 300
“Doc kj hiwdng dan sie dung trwée khi dimg”
“PDé xa tam tay tré em”
“Thude nay chi dang theo don thude”
THANH PHAN CONG THUC THUOC
Mai vién nén chira:
- Thanh phan dugc chat:
DR N BT s s R T SRS B B e s s v SO T

Thanh phan ta dugc:

Lactose monohydrate 200, microcrystalline cellulose 101, pregalatinized starch, sodium starch
glycolate (loai A), sodium laurilsulfate, colloidal silicon dioxide, magnesium stearate.

DANG BAO CHE

Vién nén.

Vién nén tron, mau tring dén trang nga, canh va thanh vién lanh lan.

CHI PINH

APIROFENIC 300 dugc chi dinh dé giam dau va viém trong céac truong hop sau:

R&i loan co xuong va khap nhu: viém khép dang thip, viém xuong khop, viém ¢t sdng dinh khop.
Roi loan quanh khop nhu: viém xo, viém bao hoat dich.

Viém mém 16i cu va viém cac mé mém khac, bong gin va cang co.

Dau thét lung, dau va viém sau phﬁu thuat,

Cac ton thuong mé mém khac.

CACH DUNG, LIEU DUNG

Cach dung:
Thuéce dung bang duong uong.

A A "a A re . A ¢ . A4 w o
Udng nguyén vién thuoc véi nhidu nude, ¢ thé udng trong hodc sau bira dn.

Nén diéu trj trong thoi gian ngin nhat vai lidu thap nhat c6 higu qua dé giam thiu tac dung khong
mong mudn do ding thudc.

Liéu dung:
Ngudi 16n: 300 mg (1 vién)/ lan x 2 1an/ ngay (600 mg/ ngay).

Ngudi cao tudi: diing thuét. than trong cho nhiing bénh nhan 16n tudi vi nguy co' cao xay ra nhﬁng
tac dung khéng mong mudn. Trong tr wong hop suy than, suy tim hodc suy gan. nén blam liéu xudng
200 mg x 2 lan mdi ngay. Can dung liéu thap nhat ¢6 hi¢u qua trong thoi gian ngan nhat va phai theo
doi thuong xuyén tinh trang chay mau dudng tiéu héa khi bét dau didu tri voi NSAID.

Tré em: Chua du dit liéu dé khuyén cdo sir dung thude 6 tré em.

Néu quén ubng mdt lidu thudc, nguoi bénh uon;: ngay khi nhé. Tuy nhién, néu gan thoi gian uéng
lidu tiép theo thi bo qua lidu da quén. Khong ubng gap déi lidu dé bu lidu da quén.
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Thain khao ¥ kién bdc si trude khi dimg thuoe.

Khong cé yéu cdu dgc biét vé xirly thuoc sau khi sit dung.

CHONG CHI PINH

Nguoi ¢6 tién st hoge dang bj loét/ xudt huyét da day ta trang tai phat (c6 hai hodc nhiéu dot loét
hodc xudt huyét khac nhau di dugc chimg minh).

LUCR e | a £ 2 o ek ta ) e A ta a i ¢
Ngudi cé tién sir xuét huyét hoic thing duong tiéu hoa lién quan den viée dung thuoe NSAID trude
do.

Ngudi bénh ¢6 triéu chimg hodc dang bi bénh vé bang quang, tién liét tuyén.
Ngudi ¢6 tién st rdi loan dudng tiét niéu tai phat.
Man cam v&i tiaprofenic acid hogic véi bit ky thanh phan ndo cua thudc.

Ngudi ¢o tién sir di ung (hen phé quan, viém miii, phit mach, n6i mé day) vai cac thude ibuprofen,
aspirin va cac thuée chong viém khong steroid khac.

Ba thang cudi thai k¥,

Suy tim, suy gan va suy thin niang,.

CANH BAO VA THAN TRONG KHI DUNG THUOC

Tac dung khong mong mudn ¢6 thé duge glam thiéu bing cach su dung liéu thap nhét ¢6 hiéu qua
trong thoi gian ngén nhat dé kiém soét cac triéu chimg. Bénh nhan duoc diéu tri bing NSAID lau dai
phai dugc theo doi chat ché céc tic dung phu.

Tranh sit dung dong thi tiaprofenic acid vai cac thude NSAID khac, bao gém ca thude tre ché chon
loc COX 2

Tiaprofenic acid nén duge st dyng than trong cho céac doi twgng sau:
+ Bénh nhédn suy than man tinh (can theo déi chiic niang théan).

3 A - ~ A . - " w .
+ Bénh nhén tang huyet ap dong mach va/ hoac suy tim.

+ Ngudi cao tudi vi nguy co cao xay ra cic phan ting c6 hai, dic biét 1a xudt huyét va thing dudng
tiéu hoa, ¢6 thé giy tir vong.

+ Bénh nhén co tién sir suy gan
Réi loan hd hap
Than trgng khi ding thude cho bénh nhan dang bj hodc c6 tién sir hen phé quan lién quan dén NSAID.

Gilr muoi va nude

Tiaprofenic acid ¢ thé gy giir muol va nude dan dén phiné. Khi didu tri voi tiaprofenic acid, nén
theo dai can than lugng nude tiéu va chic ning than & nhitng bénh nhan cé tién st tang huyet ap,
suy tim, xo gan, hoi chig than hu va & nhitng bénh nhan ding thudc loi tiéu.

Triéu ching dudng tiét niéu va viém bang quang

Céc triéu chimg dudng tiét niéu va viém bang quang di dugc béo céo khi didu tri bing tiaprofenic
acid va cac NSAID khéc. Tlaplotemc acid c6 xu huéng gy viém bang quang cao hcm cac NSAID
khéc. Néu cac triéu chimg tiet ni¢u nhu kho tiéu, tiéu dém hogc tiéu ra mau Xdy ra, ¢in nglmg acid
tiaprofenine ngay lip tire va tién hanh phén tich nude tiéu. Trude khi bit dau diéu tri bing tiaprofenic
acid, bénh nhéan nén théng bao cho béc si vé cac triéu chig tiét niéu.

Xuit huyét tiéu hoa. loét hodc thung da day

Xuat huyél ti€u hoa, loét hodc thung da day, cé thé gay tr vong, di duoc bao cao voi tat ca céc
NSAID co6 hogic khong ¢6 triéu chirmg canh bdo hodc ¢é tién sir bénh dudng tiéu hda nghiém trong.
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Nguy co xudt huyét ducmg ticu hoa, loét hogc lhunb da day ti 1¢ thuan voi viée tang liéu NSAID &
nhirng bénh nhan c6 tién s loét, dic biét néu cd bién chimg xudt huyct hogc thung va ngudi cao tudi.
Nhirng bénh nhin nay nén duoc bét dau didu tri vi lidu thap nhat ¢6 hiéu qua va két hop diéu tri voi
thude bao vé dudng tiéu héa (nhuwr misoprostol hoac thuoc trc ché bom proton) Bénh nhén 6 tién st
nhiém doc dudng tidu héa can thong bao cho bac si vé bat ky triéu chimg bt thuong dudng tiéu héa,
déc biét trong giai doan dau cha che do diéu trj.

Than trong khi phdi hop diéu tri tiaprofenic acid voi cac thude cé thé lam ting nguy co gy loét hodc
chdy mdu, nhu corticosteroid duong uong, thuuc chonb d[]l'lj, mau nhu warfarin, thude tic ché chon
loc serotonin hoic thude chdng két tap tiéu cau nhu aspirin, nicorandil.

Khi bénh nhan ¢6 diu hiéu chay mau hoac loét dudng tiéu hoa, nén ngling diéu trj vai tiaprofenic
acid.

Thén trong khi str dung NSAID cho bénh nhan co6 tién sir bénh dudng tiéu hda (viém loét dai trang,
bénh Crohn) vi tinh trang bénh cé thé tram trong hon.

Da liéu

Céc phan (ng da nghiém trong nhu viém da tréc vay, hdi chimg Stevens-Johnson, hoai tir biéu bi
nhiém doc di duoc bao cao khi ding thuéc NSAID, tuy rat hiém. Phén 16n cac tr iéu chirng khoi phat
trong thing dau diéu trj. Neu thay wat hién céc triéu chimg nhu phat ban da, tén thuong niém mac,
hogc bat cir dau hi¢u qué man nao can ngung diing tiaprofenic acid ngay.

Suy giam kha nang sinh san ¢ phu nii

Viéc st dung tiaprofenic acid ¢ thé lam giam kha ning sinh séan & phy nir va khong dugce Khuyén
céo ding cho phu nir dang ¢6 ¥ dinh mang thai hofic nhitng ngudi dang didu tri vé sinh.

Phan tng di ime chéo

Cé kha nang dj irng chéo glua asplrm va NSAID khac (bao gom tiaprofenic acid). Nhitng phan tmg
gia di tmg nhu phat ban, noi me day, phu mach, phu thanh quan, co thit phé quan va sdc. Bénh nhén
hen suyén, polyp mili hofic ndi mé day man tinh ¢6 nguy co phan tmg gia di ing cao. Do d6, khong
dugc ding tiaprofenic acid cho nhiing ddi tugng nay.

R&i loan mau

Cac NSAID co the gy trd ngai chitc nang ticu cau, nén can ding thuoe than trong ¢ nhimng bénh
nhan bi xuat huyét ndo va chay méau ndi tang.

Suy tim, suy thin va suy gan

Picu tri véi NSAID c6 thé gay giam phu thude Iiéu tao thanh prostaglandin va gay suy thdn. Nhiing
ngudi co suy giam chic nang thén, suy tim, r6i loan chiic ning gan, dang dung thude lgi tiéu va
nguoi gia ¢d nguy co cao mac phai nhirng phan tng nay. Do d6, can theo ddi chiic nang than khi
ding NSAID cho nhiing bénh nhan nay.

Cac truong hop suy than cdp sau khi bét dau dung liéu cao hodc ding nhiéu NSAID da dugc bao cdo
& nhing bénh nhan diéu tri bing tenofovir disoproxil fumarate va ¢ céc yeu td nguy co 16i loan
chire ning than. Néu tenofovir disoproxil fumarate dugc diing ddng thdi véi NSAID, can theo doi
chire nang than day du.

Tac dung lén tim mach va mach mau nao

Can giam sat chit ¢hé khi ding NSAID cho nhiing bénh nhan ¢6 tién st ting huyét ép, suy tim sung
huyét nhe dén trung binh vi NSAID géy gitt nude va phu.

D liéu lam sang va dich té hoc cho thiy viée sur dung mot 50 NSAID (dic biét & lidu cao va diéu trj
lau dai) cé thé lam tang nhe nguy co xay ra cac bién cd huyét khdi tim mach (vi du nhu nhdi méu co
tim hodc dot quy). Khong ¢ du dir liu dé loai trir nguy co tuong tw doi voi tiaprofenic acid.

Bénh nhan tang huyet dp khong ki€ém soét, suy tim sung huyét, bénh thiéu mau co tim, bénh dong
mach ngoai bién, bénh mach mau ndo chi nén di¢u tri vdi tiaprofenic acid sau khi da xem xét cin
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than. Tuong ty, cAn xem xét cén than trude khi bt dau diéu tri 1au dai cho bénh nhin ¢6 cic yéu t6
nguy co miic bénh tim mach (nhu tiang huyét ap, ting lipid mau, déi thio duong, hit thuée 1a).

- Nguy co gia tang bién ¢ huyét khdi tim mach di duoc bao cao @ nhiing bénh nhan dugc diéu tri
hang céic NSAID khong phai aspirin (nhu parecoxib va valdecoxib) dé diéu tri dau sau phéu thuat
bic cau ndi dong mach vanh (CABG). Nguy co ndy chua dugc quan sat thay véi tiaprofenic acid.

Lupus ban do hé théng (SLE) va rdi loan md lién két hdn hop

- O nhitng bénh nhan bj lupus ban do hé théng (SLE) va réi loan m6 lién két hén hop ¢6 thé tang nguy
co viém mang nido vd khuan khi dung NSAID.

Nguy co huyét khdi tim mach

- Céc thube chéng viém khong steroid (NSAIDS) khéng phai aspirin dilng dudng toan than, ¢ the
lam téng nguy co xudt hién bién ¢ huyét khoi tim mach, bao gom ca nhol mau co tim va dot quy,
cé thé dan dén tir vong. Nguy co nay ¢6 thé xuat hién sém trong vai tudn dau ding thuoc va ¢6 thé
tang 1én theo thdi gian dimg thude. Nguy co huyét khdi tim mach duoc ghi nhan chil yéu & lidu cao.

- Bac si can danh gia dinh ky su xudt hién cia Lac bién ¢b tim mach, ngay ca khi bénh nhén khong c6
cdc triéu ching tim mach trude do. Bénh nhan cin dugc C’l!'lll bao vé cac triéu chirng cua bién ¢d tim
mach nghiém trong va can tham kham bac si ngay khi xudt hién céc triéu ching nay.

- pé giam thidu nguy co xudt hién bién LO bt loi, can sir dung APIROFENIC 300 & liéu hang ngay
thdp nhét c¢6 hiéu qua trong thoi gian ngin nhét 6 thé.

Canh bédo t4 duoc

- Thude nay ¢6 chita lactose. Bénh nhan bi rdi loan di truyén hiém gdp nhu khong dung nap galactose,
thiéu hyt lactase hoan toan hogic kém hip thu glucose — galactose khéng nén ding thude nay.

- Thube nay ¢6 chiia dudi 1 mmol (23 mg) natri trong moi vién, vé co ban duge xem nhw “khéng chia
natri”.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU
Phu nir c6 thai va ¢6 kha ning mang thai:

- Tiaprofenic acid qua dugc nhau thai. Nhing bat thusng bam sinh da duoc bao cdo khi diéu trj bang
NSAID ¢ ngudi, tuy tan s6 thap va khong rd rét. Mac du cac ngh]en clru trén dong vat khéng cho
thay bang chimg vé kha nang gy quai thai, nhung khong thé gia dinh tinh an toan khi mang thai va
cho con bu va ciing nhu cac NSAID khac, khong nén str dung thude trong 6 thang dau thai ky hodc
khi chuyén da trir khi lgi ich vuot trdi so véi nguy co dbi véi thai nhi.

- Ti tuan thi 20 tr6 di caa thai ky, str dung tiaprofenic acid co thé gay thiéu 6i do rdi loan chirc ning
than ctia thai nhi, Diéu nay cé thé xay ra ngay sau khi b'lt dau diéu tri va thuong hdi phuc khi ngimg
didu tri. Ngoai ra, dd c6 bao cdo ve tinh trang co thit 5ng dong mach sau khi diéu trj trong quy hai
ciia thai ky, hau hét déu khoi sau Khi ngting diéu tri. Vi vay, khong nén sir dung thude trong 6 théng
dau coa thai ky trir khi thue sy can thiét,

- Néu str dyung thude & phy nir dang ¢6 d dinh mang thai hodc trong 6 thang dau cta thai ky, nén sir
dung liéu thdp nhit c6 hidu qua trong thoi gian ngin nhat. Nén can nhéc theo doi trude sinh vé tinh
trang thiéu di va co that dng dong mach sau khi sir dung tiaprofenic acid trong vai ngay ké tir tudn
thai thir 20 tré di. Nén ngimg st dung thuoc néu phat hién thiéu i hodc co thét dng dong mach.

- Trong ba thang cudi thai ky, céc chét tre ché tong hop tuyén tién liét ¢6 thé khién thai nhi:
+ Doc tinh trén tim phdi (co tha’ dong sém éng dong mach va tang huyét ap phdi);
+ Réi loan chire nang than (xem ¢ trén);
Ngudi me va tré so sinh vao cudi thai ky:

+ Kéo dai thoi gian chiy mau, tic dung chong dong mau ¢6 thé xay ra ngay ca & liéu rat thap;
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+ Ut ché co bép tir cung dan dén chuyén da cham hodc kéo dai.
Do d6, chng chi dinh tiaprofenic acid trong ba thang cudi thai ky.
Phu nit cho con bu:

Tiaprofenic acid hién di¢n trong sita me voi nong d6 thap (khoang 0,2% liéu dung) Vi wy, can than
trong khi ding thudc cho déi tugng nay va dé dam bao an toan cho tré bii me, can can nhéc gitra viée
ngimg diing thude & ngudi me hodc ngling cho con b,

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

. . - A " pos 2 - ~ e a o . .. r a o
Cac tac dung khong mong muén nhu chdng mat, buon ngii, mét moi va roi loan thi giac co theé xay
ra sau khi dung NSAID. Néu bi énh hudng, bénh nhin khéng nén lai xe hoic vdn hanh may moc

TUONG TAC, TUONG KY CUA THUOC

- A
% Tuong tic thuoe:

Heparin, cdc thuoce ha dwong huyét va thuoc loi tiéu: do tiaprofenic acid lién két cao voi prolem
huyét tuong nén tranh dung ddng thoi véi cac thude khéc ciing ¢6 kha nang gén két véi protein huyct
ttr(mg nhu heparin. Can diéu chinh liéu cic thuoc ha duong huyel phenytom va thude lgi tiéu khi
phdi hop véi tiaprofenic acid. Pa ¢6 bao céo vé su tic ché chuyén hoa ciia cac thude sulphonylurea,
kéo dai thoi gian ban thai va ting nguy co ha dudng huyét cua céc thudc ha duong huyét duong udng.

Thuoc Lfmng dong mdu va chong kéi tdp tiéu cau: khong ding dong thoi tiaprofenic acid voi cac
thudc chdng dong méu (heparin, warfarin), thude chong ket tap tiéu céu (aspirin, ticlopidin,
clopidogrel), thude tic ché thrombin (dabigatran), thude e ché truc tiép yéu té Xa (apixaban,
rivaroxaban, edoxaban) do lam tang nguy co xuat huyét. Néu bt bude phai ding két hop cac thude
nay, can theo ddi chiit ché tinh trang dong méau ctia bénh nhan.

Cdc thudce giam dau khdc bao goém thuéc itc ché chon lpe COX 2: tranh két hop tiaprofenic acid voi
cac NSAID khac (bao gom ca thuoc tc che chon loc COX 2) va salicylate liéu cao vi tang nguy co
tdc dung phu trén duong tiéu hoa,

Corticosteroid: thin trong khi phdi hop tiaprofenic acid véi corticosteroid do ting nguy co loét hogc
chay mau da day.

Nicorandil: stv dung dong thoi nicorandil véi NSAIDs lam tang nguy co cdc bién chiing nghiém
trong nhu loét, thung va xuat huyet duong tiéu hoa.

Glycosid tim va .sef!/)ho:mm.'d can than trong khi ding tiaprofenic acid véi glycosid tim hodc
sulphonamid vi thude ¢6 thé lam trAm trong thém tinh trang suy tim, giam GFR va tang nong do
glycosid tim trong huyét tuong.

Methotrexat: st dung dong thoi tiaprofenic acid véi methotrexat ¢é thé lam giam thai trir
methotrexat. Do dd, nén tranh dung methotrexat ligu cao va str dung than trong véi methotrexat li¢u
thap.

Tenofovir: ding ddng thoi tenofovir disoproxil fumarate va NSAID c6 thé lam ting nguy co suy
than.

Lithium. giam thai trir lithium. Di c6 bao cdo NSAID lam ting ndng dd lithium trong huyét tuong &
trang thai on dinh. Do d6, can theo doi nong d lithium & cdc bénh nhan diéu tri dong thoi voi
tiaprofenic acid.

Mifepriston. aspirin va cac NSAID khac khong nén sur dung it nhat 8 — 12 ngay sau khi ding
mifepriston vi thuée NSAID co thé lam giam hi¢u lyc cua mifepriston.

Thuoc lpi tiéu: than trong khi ding tiaprofenic acid voi thude loi tiéu vi tiaprofenic acid vira lam
giam kha nang loi tiéu vira giam tac dung ha huyet ap va tang nguy c¢o suy thin, tang kali mau. Ngoai
ra, thuoc 1ot tiéu co the lam tang nguy co doc tinh trén than cliia NSAID.

Tacrolimus: ting nguy co nhiém doc than khi NSAID duge ding két hop véi tacrolimus.
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Zidovudin: ting nguy co dgc tinh trén mau khi NSAID dung chung voi zidovudin, Da ¢é bang ching
vé viée ting nguy co xuat huyét khop va ty mau & bénh nhan mau khé déng HIV (+) didu tri dong
thoi zidovudine voi ibuprofen.

Thuéce e ché enzym dmyen hodc thudc chen thy thé angiotensin 11 cin than trong. khi dung
tiaprofenic acid voi cac thude tre che ACE hoic chen thy thé angiotensin II vi nguy co ton hai dén
chire uéng than, bao gdm suy than cap & nhitng bénh nhan cé chirc nang than suy giam (nhu bénh
nhén bi mit nudc hodic ngudi cao tudi).

Kha niing tuong tac phai duge tinh dén khi siv dung dong thoi tiaprofenic acid voi céc thude:
+ Thudc tiéu huyét khoi: ting nguy co xuat huyét.

+ Thude C!féi?g iing hrg}é! ap (thudce loi tiéu, thudc chen beta, thudc tic ché ACE, thudc chen thu
thé angiotensin I1): lam giam hoat tinh cta cac thude nay. Can luu y kha ning tuong tac nay &
~ - . A 3 = A
nhiing bénh nhan suy tim sung huyet va/ hodc tang huyet ap.

Thuoc tre ché tdi hdp thu chon loc serotonin (SSRIs): thin trong khi phdi hop tiaprofenic acid véi
thude SSRIs vi tiaprofenic acid ¢o thé lam tang nguy co xuat huyét tiéu hoa.

Pentoxifylline: ting nguy co xuat huyét.
Ciclosporin: nguy co nhiém doc than ¢é thé tang 1én néu NSAID dang chung véi ciclosporin.

Khdng sinh quinolon; dir liéu nghién ciru trén dong vat cho thay NSAID c6 thé lam tdng nguy co co
giat khi két hop véi khang sinh quinolon.

Aminoglycosid hodic probenecid: thin trong khi diing déng thoi tiaprofenic acid véi aminoglycosid
hodic probenecid. Aminoglycosid tuong tac vai NSAID giy giam chie ning thgn 6 nhitng nguoi
nhay cam, gidm thai trir aminoglycosid va tang ndng do thude trong huyét urong Probenecid tuong
tac voi NSAID lam giam sy chuyén héa va thai trir ctia cdc NSAID va céc chit chuyén hoa ciia n6.

A - - - " - Ao » £ ~ » = A 5
Twong ky thuoc: Do khong ¢ cic nghién ciru vé tinh tuong ky ctia thuoe, khong trgn lan thuoe nay
véi cde thude khac.

TAC DUNG KHONG MONG MUON CUA THUOC

Cac phdn Ung co hai dugce phan nhom theo tan sudt nhu sau: rit thuong gip (ADR > 1/10), thudng
gép (1/100 < ADR < 1/10), it gép (1/1.000 < ADR < 1/100), hiém gap (1/10.000 < ADR < 1/1.000),
rat hiém gap (ADR < 1/10.000) va chua r3 (khéng thé wée tinh tir dir lidu c6 san).

Raéi loan ti€u hoa

Rat thiong gdap: Dau bung trén.
Thuong gap: Budn nén, ndén, kha tiéu, tiéu chay.

Chua rd: Dai tién phan den, nén ra mau, chan an, kho tiéu, ¢ ndng, day hoi, tao bén, viém da day,
viém loét miéng, viém tuy, viém dai trang va bénh Crohn.

Loét da day, thing va xuat huyét duong tiéu hoa da duoc bao céo, die biét & ngudi cao tudi va trong
mot so trudng hgp co thé gay tir vong.

R&i loan da va mé dudi da

Chua ré: Phat ban, nglra, may day, ban xuat huyét, rung téc, ban dé va viém da bong nudc (Hoi
chimg Stevens-Johnson hodc hoai tir biéu bi nhiém déc), nhay cam véi anh sang, phit mach.

Ro6i loan mién dich

Thuong gap: Phan Gng di timg khong dac hicu, co that phé quan, khoé tho.

Chuea ré: Phan (mg qua man nhu soc phan vé, hen suyén, dac biét & nhiing bénh nhan dj ung voi
aspirin va NSAIDs.

Rai loan mau va hé bach huyét

T gt v A A ‘A ‘ " A
Chura ra: Giam tieu cau, thieu mau do xuat huyet.
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R&i loan tai va mé dao

Chiea ré: Chéng mat, U tai, budn nga.

Réi loan than kinh

Thuong gap: Chong mit,

Chuea ré; Pau diu.

R&i loan than va tiét nicu

Chura ré: Dau bang quang, kho tiéu, tiéu rat, tiéu ra mau.

+ A qra . ‘ Tl ] - - . - ¢ . r Ly ‘A ta
Diéu tri lién tuc va kéo dai bang tiaprofenic acid da quan sat thé‘ly cac triéu ching vé tiét niéu, viém
dudng tiet ni¢u.

NSAID géy doc cho than. Cac truong hop viém than k&, hoi chimg than hu va suy than da duoc béo
cdo khi sir dung tiaprofenic acid.

Ro6i loan chuyén hda va dinh dudng

Chira ro: gilt mudi va nuge.

Ro6i loan gan mét

Chura ro: Viém gan, vang da.

Nhiém khudn va ky sinh triing

Chura ro: Viém bang quang.
Xét nghiém
Chura ro: Thoi gian chay mau kéo dai, xét nghiém chirc nang gan bat thudng.

Mot sb tac dung khong mong mudn da duge bao cdo véi NSAIDs nhung khong hay gip voi
tiaprofenic acid:

R6i logn than kink: Viém than kinh thi giac.

Réi loan vé mat: Réi loan thi gide.

R6i logn mé co xeong va mo lién két: Di cam.

Réi loan tém than: Tram cam, 14 1an, ao gidc.

Réi loan tocm thin va tai vi tri dimg thude: Mét moi, kho chiu.

L , 5 - A ' ¢ A k . A - A
R6i logn mdu va hé bach huyét: Giam bach cau trung tinh, mat bach cau hat, thiéu mau bat san, thicu
mau tan huyeét.

Réi logn than kinh: Viém mang ndo vé khuin (dic biét & cde bénh nhéan ¢6 rdi loan tw mién dich nhu
lupus ban do hé¢ thong, bénh mé lién ket hon hop) véi cac trigu ching nhu ctig co, nhire dau, buon
non, nén, sot hoac mat phuong huéng.

Réi logn tim maeh: phi, ting huyét ap, suy tim.

Dit liéu 1am sang va dich té hoc cho thiy viée sir dung mét s NSAID (dac biét & lidu cao va diéu tri
kéo dai) cé the lam tang nguy co bién co huyet khoi tim mach (vi du nhu nhéi mau co tim hodc dot
quy).

Nguy co huyét khdi tim mach (xem thém phan Canh béo va than trong).

Bio cio cac phin g ¢6 hai: Hay bio ngay cho bdc si hodc duge si nhiing phan @mg c6 hai khi st

dung thude, ké ca cac tac dung chua duge liét ké, hodic bao céo cac phan fmg co hai cia (|ILIOL. vé
Trung tim Théng tin thudc va Theo dbi phan ting ¢6 hai cta thube (Xem hudng dan chi tiét tat:
http://canhgiacduoc.org.vn/CanhGiacDuoc/ADROnline.aspx).
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QUA LIEU VA CACH XU TRI

g A
Qud liéu:

Céc triéu chimg khi qua liéu tiaprofenic acid bao g gom: dau dau, budn ndn, ndn, dau thuong vi, xudt
huyét tiéu hoa, tiéu chay, mat phuong huéng, kich thich, hén mé, budn ngt, chong mat, 0 tai, ngat
xiu, thinh thoang co giat. Trong trudng hop ngd dbc cip tinh, c6 thé din dén suy thin va ton thuong
gan.

Cich xii tri:

Chu yéu 1A diéu tri triéu chimng.

Rura da day hodc ding than hoat dé ngin chan sy h?ip thu thudc trong vong mot gid sau khi uéng
licu doc.

Can dam bao lugng nude tiéu tot.

Theo doi chit ché chic nang thin va gan.

Bénh nhan phai dugc theo dai it nhat bon gidy sau khi uéng lidu déc.

Néu cé co giat thuong xuyén hodc kéo dai nén diéu tri bang cach tiém tinh mach diazepam va ding
céc bién phap dieu tri hé trg khac tuy thude vao tinh trang lam sang ciia bénh nhan.

PAC TINH DUQC LUC HQC

Nhém tic dung duge 1y: Thude chong viém khéng steroid.
Ma ATC: MOIAELL.

['ac ddng cua tiaprofenic acid trén syn khop da duge nghién ctru trong cac thi nghiém in-vifro va
trong céc nghién ctiu ex-vivo bang cach st dung cdc mé hinh dong vét khac nhau vé bénh viém khép.
Céc thi nghiém ex-vivo vé nudi cay té bf‘m chondrocyte & ngu(‘yi cling da duge tién hanh. Trong cac
thi nghi€ém nay, tiaprofenic acid, voi nong do tuong duong voi ligu diéu trj, khong lam giam qua
trinh sinh tong hop cac ]JlOlL0g|}CEII] va khong lam thay dbi su biét hoa cha céc pr oteoglycan duge
tiét ra. Sur phén hiy ciia cac tdp hop proteoglycan bi tic ché. Nhitng két qua nay cho thay tic dung
trung tinh hofic ¢cd thé ¢ lgi cua tiaprofenic acid trén sun khap trong diéu kién thue nghiém. Y nghia
lam sang cia nhiing phat hién nay da dugc nghién ctru trong mét nghién cttu mu déi dai han, trong
do tiaprofenic acid khong lam tang dang ké ty 18 suy thodi khéng gian khop trén X quang & bénh
nhén thoai héa khép goi.

PAC TINH DUQC PONG HOC

Nghién ciru thiét ké don liéu: Sau khi udng (t6i da 90 phat). Nong do thude trong huyét tuong bang
0 sau 24 gio. Thoi gian ban thai ngan, khoang 1,5 dén 2 gio.

Nghién clru thiét ké da liéu: Tiaprofenic acid duoc thai trir nhanh chéng va khong c6 su tich liy
thude sau khi ding liéu lap lai 600 mg/ ngdy, chia lam nhi¢u lan. Trang thai 6n dinh dat dvgc sau

ngay dau tién. Khong O su suy giam hap thu & bénh nhén viém khdp dang thap diéu tri lau dai.
Khéng ¢6 bang ching vé thay déi duoc déng hoc & ngudi cao tudi.

Ty 1¢ lién két protein: 97 — 98%.
Do thanh thai: 6 lit/ gio.

Chuyén hoa: ¢6 hai chat chuyen hoa chinh chiém khoang 10% lugng thai trir qua nudc tiéu va co
hoat tinh dwgc Iy thap. Hop chat goc dugce thai trlr chu yéu dudi dang acylglucuronide.

Thai trir: 60% thai trir qua nudce tiéu, con lai thai trir qua mat.
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QUY CACH DONG GOI
Hop 3 vi x 10 vién, vi nhém — PVC.
Hop 5 vix 10 vién, vi nhém — PVC.
- Hop 10 vi x 10 vién, vi nhom — PVC.
PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC
- Piéu kién bao quan: Dé noi kha rdo, tranh anh sdng, nhiét d6 khong qua 30°C.
- Han ding: 36 thang ké tir ngay san xuat.
- Tiéu chuén chét lugng: Tiéu chuan co s¢ (TCCS).
CO SO SAN XUAT
Céng ty C6 phin Duge APIMED
- Dia chitry so: 263/9 Ly Thuong Kiét, Phuong 15, Quan 11, Thanh phé Hd Chi Minh, Viét Nam.

- Dija chi nha may: Duong NI, cum céng nghiép Phi Thanh - Vinh Thanh, xd Vinh Thanh, huyén
Nhon Trach, tinh Pong Nai, Viét Nam.




