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HUONG DAN SU DUNG THUOC
BOSGAM 300

DUGC PHAM
BObTON

Podly-hong g sk dung truée khi ding
THANH PHAN
M&i vién nén BOSGAM 300 c6 chira:
Thanh phén hoat chit:
Acid HAProfeniC....coiveiriciie e300 MG

Thanh phén td dwpe: Cellulose vi tinh thé type 112, pregelatinized starch, colloidal silicon
dioxyd, natri lauryl sulfat, natri croscarmellose, magnesi stearat.

DANG BAO CHE

Vién nén.

M6 ta san phim:

Vién nén hinh tron, mau trrfmg i trﬁng nga, hai mat khum tron.

CHI PINH

Viém khép dang thap, viém xwong khdp, viém cot séng dinh khaop, dau‘ th&c}t lung, rbi loan
co xwong khép nhu viém mé sgi, viém bao khorp viém dieém bam gén 16i cau va tinh trang

viém mé mém khae, bong gin va cang co, viém va dau sau phiu thuit va cac ton thwong
md mém khéc.

LIEU DUNG, CACH DUNG
Liéu dung

Nguai lon:

600 mg/ngay chia lam nhiéu lan:
— 300 mg x 2 lan/ngay.

— Hogc 200 mg x 3 lan/ngay (ddi véi lidu 200 mg cé thé chon san phdm BOSGAM 100
hodc BOSGAM 200).

Nguwoi cao tuoi:

Liéu nhu cho Nguoi lém (xem phan Canh bado va than trong khi ding thuée). Can dic biét
than trong khi cho nhitng bénh nhin cao tudi sir dung thude khing viém khong steroid
(NSAID) vi la déi tugng 6 nguy co cao xay ra nhimg tic dung khong mong mudn nghiém
trong.

Trong truong hep bénh nhén suy thén, suy tim hodc suy gan, nén ding & liéu thap nhét c6
thé. Trong nhiing trudmg hop nay, nén cén nhic giam liéu xudng 200 mg x 2 lan/ngay (ddi
véi lidu 200 mg c6 thé chon san phdm BOSGAM 100 hodc BOSGAM 200).

Neéu can thiét phai diéu trj véi NSAID ddi véi ngudi cao tudi, nén ding liéu thip nhét ¢6
hi¢u qua trong thoi gian ngan nhét 6 the va phai theo ddi thuong xuyén tinh trang xuat
huyét tiéu hoa sau khi khai dau diéu trj voi NSAID.

Tre em:

Khéng c6 du dit lidu dé khuyén cdo sir dung BOSGAM 300 & tré em.
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Cach dung

Ding dudmg udng.

Nudt nguyén vién.

Nén dung thudc trong hodc sau bira n.

CHONG CHI PINH

— (6 tién st hodic dang bj loét/xudt huyét da day ta trang tai phat (hai hogc nhiéu dot loét
hodc chay méau da dugc chiing minh).

— Tién st xudt huyét hodc thing dudmg tidu hoa lién quan dén viée ding NSAID trude do.

— (6 triéu chimg hodc dang bi bénh vé bang quang hoic tuyén tién liét.

— Tién sir tai phat ri loan dudng tiét niéu.

— Qu# mén véi acid tiaprofenic hoiic véi bat ky thanh phéan nao ctia thudc.

— Chbng chi dinh NSAID & nhitng bénh nhén, truée d6, da XuAt hi¢n phan tmg qua man
(nhu: hen suyén, viém mii, phi mach hodc n6i mé day) véi cac thude ibuprofen, aspirin
hodc cac thuoc NSAIDs khac.

— Trong ba thang cudi cta thai ky (xem phan St dung thude cho phu nit cé thai va cho
con bu).

— Suy tim, suy gan va suy thn nang (xem phin Canh bdo va thdn trong khi dimg thuéc).
CANH BAO VA THAN TRONG KHI DUNG THUOC

Téc dung khong mong mudn c6 thé duoe giam thiéu bing céch sir dung lidu mép nhit ¢6
higu qua trong thoi gian ngén nhét de kiém sodt cdc ri¢u chimg. Bénh nhan dicu tri bang
NSAID lau dai can dugc theo doi chét ché cac tac dung khong mong mudn.

Nén tranh st dung déng thoi acid tiaprofenic véi cac NSAID khic, ké ca chit trc ché chon
loc cyclooxygenase-2 (COX-2). (xem phan Twong tdc, twong ky cua thuoc).

Acid tiaprofenic nén dugc str dung thén trong cho cic déi trgng sau:

Bénh nhén suy than man tinh (can theo ddi cén than chitc nang thén).

Bénh nhén ting huyét 4p dong mach va/hodc suy tim.

— Ngudi cao tudi, do tAn sudt xudt hién tic dung khéng mong mudn ctia NSAID tang & dbi
tuong nay, dac biét la xuat huyét va thung duong tiéu hoa, cé thé gy tir vong (xem
phén Liéu dimg, cdch ding).

|

Bénh nhadn c6 tién sir suy gan.

R&i loan hd hip

Than trong khi dung thude cho bénh nhan dang bi hodc c6 tién sir hen phé quan lién quan
dén NSAID, vi NSAID dugec béo cédo la gy co that phe quan & nhitng bénh nhan nay.

Gitr mudi va nudce

Acid tiaprofenic co thé gay gilt mudi va nuée din dén phi né. Khi bat diu diéu tri, nén
theo ddi can than lwong nude tiéu va chie nang than & bénh nhén c6 tién sir tang huyet ap,
suy tim, xo gan hodc hdi chimg than hu va & nhiing bénh nhan ding thudce loi tiéu.

Triéu chirng dudng tiét niéu va viém bang quang

Triéu chimg tiét niéu va viém bang quang di dugc béo cdo khi diéu trj bing acid
tiaprofenic va cdc NSAID khéc. Acid tiaprofenic ¢6 xu huéng gay viém bang quang cao
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hon cac NSAID khac. Acid tiaprofenic c6 thé gay viém bang quang nghiém trong néu tiép
tuc diéu tri sau khi xuft hién cdc triéu chung dudong tiét nidu. O mot s6 bénh nhan khong
duge phat hién da din dén cin thyuc hién tham do m& rong va tham chi can thiép phau
thudt. Néu gip cdc tridu chimg dudng tiét niéu nhu khé tiéu, tleu dém hoac tidu ra mau, can
ngimg acid tiaprofenic ngay 1ap tirc va tién hanh phén tich va cay nude tiéu, bénh nhan cé
thé hdi phue hoan toan.

Trude khi bat ddu didu tri béing acid tiaprofenic, bénh nhan nén thong bdo cho bac si vé bt
ky triéu chimg duong tiét nidu ndo, ngay ca khi bac si da biét céc tridu chimg nay tir tién str
bénh cua bénh nhan (xem phén Tde dung ki:'ring mong muén cia thuée). Bénh nhin nén
dugc canh béo vé céc tri¢u chimg dudng tiét niéu c6 thé goi ¥ viém bang quang, nén ngimg
dung thude va tim tu vén ciia bac s néu nhimg tridu chimg nay Xay ra.

Xuét huyét tiéu hoa, loét va thung dudng tiéu hoa

Xudt huyet tiéu hoa, loét hodc thung dudng tiéu hda c6 kha ning gly tir vong di duoc béo
céo co6 thé xay ra ¢ tit ca cac NSAID & bat ky thoi dlem nao trong qué trinh diéu tri, ¢6
hodac khong cé cac triéu chimg canh bao hodc cé tién sir bénh duong tiéu héa nghiém
trong.

Nguy co xudt huyét tiéu hoa, loét hodic thung duong tiéu hoa tang lén theo liéu NSAID &
nhitng bénh nhan cé tién sir loét, dac biét trong truérng hop c6 bién chimg xuét huyét hoic /
thung (xem phan Chong chi dinh), cling nhu ¢ ngudi cao tum O nhitng bénh nhén nay, p
nén bat dau diéu tri véi liéu thip nhét c6 thé. Nén cén nh{u: diéu tri két hop vai cac thude
bao v¢ dudng tiéu hoa (nhu misoprostol hodc thude trc ché bom proton) cho nhirng bénh
nhin nay va nhirmg bénh nhén dang diéu tri bing asplrm liéu thdp hodc céc thuoc khac ¢o
thé 1am tang nguy co trén duong tiéu hoa (xem cac ndi dung bén dudi va phin Twong rdc,
twong ky cia thuoc).

Bénh nhan c6 tién sir vé bénh dudng tiéu héa, dic biét 1a nguoi cao tudi cdn théng bao bit
ky tri¢u chimg bit thuong nao trén dudmg tiéu hoa (nhét 13 xudt huyét tiéu héa), dic biét la
khi biit déu diéu tri.

Than trong khi phm hop diéu tri acid tlaprofemc v6i céc thude co thé lam tang nguy co loét
hoac xudt huyet nhu corticosteroid duong uong, thudc chong dong médu nhu warfarin,
thude trc ché tai hap thu chon lge serotonin, thude chong két tap tiéu cdu nhw aspirin hodc
nicorandil (xem phén Twong tdc, twong ky cia thuéc).

Néu xuat hién xudt huyét hoic loét trén dudng tiéu héa & bénh nhan dung acid tiaprofentic
thi cén ngimg diéu tri.

Can thén trong khi dung NSAID cho bénh nhan c6 tién sir bénh dudmg tiéu hoa (viém loét
dai trang, bénh C rohn) vi ¢6 thé lam tinh trang bénh tré nén trdm trong hon (xem phén 7dc
dung khéng mong muén cia thuc).

Phan ung trén da

Céc phan tmg trén da nghiém trong, mot sd ¢6 thé gay tir vong, bao gdm viém da tréc vay.
hgi chimg Stevens-Johnson va hoai tir biéu bi nhiém ddc di duge bdo cdo lién quan dén
viée sur dung NSAID, tuy rit hlém Bénh nhén c6 nguy co cao gép phai cac phan tng nay
trong giai doan déu diéu tri, phan 161 cdc trudong hop xay ra ¢ thing diéu tri dau tién. Ngay
khi xuét hién cac triéu chirmg dau tién nhur phét ban trén da, tdn thuong niém mac hoidc bat
k¥ dau hiéu qua man ndo, cin ngung ding acid taprofenic.

Giam kha nang sinh san ¢ phu nit
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Viéc sir dung acid tiaprofenic ¢é thé lam giam kha nang sinh san & phu nit va khéng
khuyén cdo ding cho phu nir dang ¢6 v dinh mang thai. O nhimg phu nit gap khé khin
trong viéc thu thai hoidic nhimg ngudi dang kiém tra chirc néing sinh san, nén cdn nhic
ngimg thude.

Kha ning di (mg chéo

Co kha nang di g chéo gitra aspirin va NSAID khac kif ca nhom chira acid tiaprofenic
Nhiing phan tng gia di ing cé thé bao gdom: phét ban, nm me day va phu mach hodc cdc
biéu hién nghiém trong hon (nhu phi thanh quan, co thit phé quan va séc). Nguy co xuét
hién phan g gia di tng cao hon & nhirng bénh nhén bi viém xoang tai phat polyp mui

hodc néi mé day man tinh. Déic biét, bénh nhin hen suyén ¢é nguy co gap cac phan tng
nguy hiém. Do d6, khéng dung acid tiaprofenic cho bénh nhén c6 tién sir hen suyén.

Réi loan mau

Céc NSAID ¢6 the gay tro ngal chite nang tiéu ciu, nén cin ding thude than trong & nhing
bénh nhén bi xuét huyét ndi so va co tinh trang dé chay mau.

Suy tim mach. suy thdn va suv gan

Diéu tri v6i NSAID c6 thé giy giam phu thudc lidu qué trinh tao thanh prostaglandin va
gdy suy than. Nhitng bénh nhén cé nguy co cao la nhitng ngudi bi suy giam chire nﬁng
thén, suy tim, r6i loan chirc nang gan, nhitng ngudi dang dung thude 1o tiéu va rlgl.rorl cao
tudi. Can theo doi chirc nang than & nhimg bénh nhan nay (xem thém phan Lhong chi
dinh).

Céc truomg hop suy thin cdp sau khi khoi ddu ding cac NSAID & lidu cao hoic da liéu da
duge bao cdo & cic bénh nhan diéu tri véi tenofovir disoproxil fumarat va cé cac }:’éﬂ to
nguy co déi véi l'él‘]. loan chirc ndng than. Néu duing tenofovir disoproxil fumarat phoi hop
voi mot NSAID, can theo doi chirc ndng than day du.

Anh hudng trén tim mach va mach mdu néio

Cén giam sat chat ch& va khuyén cdo day du khi ding NSAID cho nhimg bénh nhan c6
tién st tang huy¢t 4p. suy tim sung huyét tir nhe dén trung binh vi NSAID da duge bao cao
gdy gitr nurée va phu.

Céc thir nghiém lam sang va dit liéu dich té hoc cho tha‘i}f viéc sur dung mot s6 NSAID (dac
biét & lidu cao va trong thoi gian dai) c6 thé lam tang nguy co xudt hién bién cb huyét khéi
dong mach (nhw nhdi méu co tim hodc dot quy). Khong cé day da dir liéu dé loai trir nguy
co nay dbi voi acid tiaprofenic.

Bénh nhan ting huyét ap khong kiém soat, suy tim sung huyét, bénh thiéu méu co tim,
bénh dong mach ngoai bién, bénh mach méu nio chi nén didu tri véi acid tiaprofenic sau
khi da cin nhic k¥ ludng. Cén can nhéc twong tu trude khi bat dau diéu trj lau dai cho cac
bénh nhén ¢ yéu & nguy co mic bénh tim mach (nhu ting huyét ap, ting lipid mau, dai
théao dudng, hit thudce).

Tang nguy co bién cb huyét khoi dong mach da duge bao cdo & nhitng bénh nhan duge
didu tri bang NSAID, khong phai aspirin (vi du parecoxib va valdecoxib) dé giam dau
trude phiu thuat bic cau dong mach vanh (CABG). Anh hwong niay khong quan sét lha} o
acid tiaprofenie.

Nguy co huyét khoi tim mach

Céac thude khang viém khong steroid (cac NSAID), khong phai aspirin, dung dudng toan
than, c6 thé lam ting nguy co xudt hién bién ¢ huyét khdi tim mach, bao gom ca nhdi méu
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co tim va dot quy, cé thé din dén tir vong. Nguy co ndy cé thé xuét hién sém trong vai tudn
dau dung thudc va c6 the tang 1én theo thoi gian ding thuoc. Nguy co huyet khoi tim mach
duoc ghi nhén chu yéu & liéu cao.

Béc si can d4nh gid dinh ky sy xudt hién cua cac bién ¢b llm mach, ngay ca khi b(;nh nhén
khéng co céc tri¢u chimg tim mach trude do. Bénh nhin cdn duoc canh béo ve cac triéu
chimg ctia bién cb tim mach nghiém trong va cin tham khdm bac si ngay khi xuit hién cac
triéu chimg nay.

pé giam thiép nguy co xuat hién bién ¢ bét‘lqi_. can sir dung acid tiaprofenic & liéu hang
ngay thap nhat cé hiéu qua trong thoi gian ngéan nhét cd thé.

Bénh nhin bi lupus ban dé hé théng (SLE) va rbi loan mé lién két hdn hop

O nhiing bénh nhén bj lupus ban do hé thng (SLE) va rdi loan mé lién két hdn hop, ¢6 thé
tang nguy co viém mang ndo v6 khuan khi ding NSAID (xem phan Tdc dung khong mong
muon cua thuoc).

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU
Phu nit ¢6 thai

Nhimg bat thuong bam sinh da duoc bdo cdo cé lién quan dén viée sir dung NSAID &
ngudi, tuy nhién, ching xdy ra & tin sut thép va khong khong theo kiéu hinh r6 rét nao.
Acid tiaprofenic qua duoc hang rao nhau thai. Méc du cac nghién ciru trén dong véat khong
cho thiy bing chimg v& kha ning gdy quéi thai. nhung khong thé gia dinh tinh an toan trén
phu nit mang thai va cho con bi. Giéng nhu cdc NSAID khac, khong nén ding acid
tiaprofenic trong 6 théang dau cua thai ky hodic qua trinh chuyén da trir khi loi ich dem lai
cho me cao hon nguy co tiém 4n do6i véi thai nhi.

Tir tudn thir 20 cua thai ky tro di, acid tiaprofenic co thé gdy thiéu 6i do rdi loan chire ning
than cta thai nhi. Diéu nay ¢6 the xay ra ngay sau khi bat dau diéu tri va thuong y héi phuc
khi ngimg diéu trj. Ngoai ra, da c¢ bdo cdo veé co thit & ong dong mach sau khi diéu tri trong
ba thang gifra thai k¥, phan l6n déu hét sau khi ngimg diéu tri. Vi vy, trong ba thang diu
va ba thang gitra cua thai ky. trir khi that can thiét. Néu dung acid tiaprofenic cho phu nit
dang cd ging thu thai. hodc trong ba thang déu va ba thing giita cta thai k¥, nén giir liéu
dung & mitc thip nhét va thoi gian didu trf cang ngin cang tot. Cin cin nhéc theo doi tinh
trang thiéu i va co that dng dong mach trude khi sinh sau khi phoi nhiém acid tiaprofenic
trong vai ngay ké tir fué‘in thir 20 cuia thai ky tra di. Nén ngimg str dung acid tiaprofenic néu
théy xuét hién thiéu 6i hodc co thét éng ddng mach.

Trong ba thang cudi cua thai ky, tit ca cac chét e ché tong hop prostaglandin c6 thé gay
ra:

Thai nhi:

— Déc tinh trén tim phdi (co thit/déng sém dng déng mach va ting huyét &p phdi);

— Réi loan chire nang thin (xem céc ndi dung & trén);

Me va thai nhi, vao giai doan cubi thai ky:

- Cé lhf% kéo dai thoi gian chay mau, tic dung chdng két tip c6 thé xay ra ngay ca ¢ lidu
rat thap;

— Ut ché co bép tir cung din dén chuyén da cham hodc kéo dai.

Do d6, chdng chi dinh acid tiaprofenic trong ba théng cudi cta thai ky (xem phén (,'h(}'rng
chi dinh).
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Phu nir cho con bid

Acid tiaprofenic hién di¢n trong stra me voi m:mﬂ do rit thap (Lhoann 0.2% lidu dung) va
duong nhu khong cé y nghia vé dugc ly. Néu can thiét, can can nhac giira viéc ngimg ding
thude & nguoi me hodc ngimg cho con bi.

Kha nang sinh san
Xem phin Cdanh bdo va than trong khi dimg thuée muc Gidam kha néng sinh san & phu nit.
ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Céc tac dung khong mong mudn nhu chong mat, budn ngi, mét moi va roi loan thi gide cé
thé xay ra sau khi dung NSAID. Néu bi anh huwong, bénh nhan khéng nén lai xe hodc van
hanh may méc.

TUONG TAC, TUONG KY CUA THUOC

Twong tac cia th uic

Hcpm in, cdc thuéc hg diong huyef vat thude loi tiéu: Do acid tiaprofenic ¢6 ty 1¢ gin két
voi protem huyét twong cao nén tranh ding dong thoi vai cac thude khéc cling 6 kha ning
gin ket vGi protein huyet tuong cao nhu heparin. Cén diéu chinh lidu cac thudc ha ducmg
huyét, phenytoin va thuoc lgi tiéu khi phoi hop voi acid tiaprofenic. Voi cic thuéc ha
duong huyét ducrng udng, da co bao cao vé sur tic ché chuyen héa cac thude sulphonylurea,
kéo dai thoi gian ban huy va tang nguy co ha dudng huyét.

Thuéc char?g déng mdu va thuoe chong két tap tiéu cau Khéng dung déng thoi NSAID voi
céc thube chong dong mau do lam tang nguy co xuit huyét,

— Heparin

— Thube khéng vitamin K (nhu warfarin)

— Thude tte ché két tap tidu ciu (nhu ticlopidin, clopidogrel)

— Thuée ire ché thrombin (nhu dabigatran)

— Thuéde trc ché yéu t6 Xa tre tiép (nhw apixaban, rivaroxaban, edoxaban).

Néu bt budc phai ding két hop céac thudc nay, can theo doi chit ché tinh trang dong méu
cua bénh nhan.

Cde thube giam dau khdc ké ca thudc tec ché chon loe cyclooxygenase-2: Nén tranh két
hop acid tiaprofenic véi cdc NSAID khac (ké ca thude tre ché chon loc cyclooxygenase-2)
va salicylat liéu cao do ting nguy co cac tac dung khong mong mudn, dic biét la rdi loan
duong tiéu hoa trén.

Corticosteroid: Than trong khi phéi hop acid tiaprofenic véi corticosteroid do tang nguy co
loét hodc chay mau dudng tiéu hoa.

Nicorandil: O nhimg bénh nhén dung pho1 hop nicorandil va NSAID, téng nguy co bién
chimg nghiém trong nhu loét, thing va xuét huyét dudng tiéu héa (xem phan Canh hdo va
thin trong khi dimg thudc).

Glycosid tim va sulphonamid: Cén thén trong khi dung acid tiaprofenic véi glycosid tim va
sulphonamid. V&i glycosid tim, NSAID ¢6 thé 1am trdm trong thém tinh trang suy tim,
giam do loc cdu than (GFR) va ting ndng do glycosid tim trong huyét tuong.

Methotrexat: St dung dong thoi acid tiaprofenic v&i methotrexat c6 the lam giam thai trir
methotrexat. Do do, nén tranh ding dong thoi voi methotrexat lidu cao va st dung thén
trong v6i methotrexat liéu thép.
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Tenofovir: Ding déng thoi tenofovir disoproxil fumarat va NSAID cé thé lam tang nguy
co suy than.

Lithi: Giam dao thai lithi. NSAID da dugc bao cio la lam ting nong do lithi trong huyét
tuong & trang thai on dinh va do dé, cin theo d&i néng d6 lithi & nhimg bénh nhéin dang
diéu tri bang acid tiaprofenic.

Mifepriston: Khong st dung aspirin va cac NSAID khéc it nhit 8-12 ngay sau khi ding
mifepriston vi ¢6 thé 1am giam tac dung cua mifepriston.

Thuéc lgi tiéu: Than trong khi dung acid tiaprofenic voi thude loi tiéu. Acid tiaprofenic
lam giam ca hai tac dung loi tidu va chéng ting huyét ap cua thude lgi tiéu, ciing nhu lam
tang nguy co suy thin va/hodc ting kali méu. Thude loi tiéu ¢6 thé 1am tang nguy co ddc
tinh trén than cia NSAID.

Tacrolimus: C6 thé ting nguy co nhiém ddc than khi ding NSAID véi tacrolimus.

Zidovudin: Tang nguy co doc tinh huyet hoc khi dung NSAID v6i zidovudin. Co béng
chimg vé tang nguy co tu mau khép va 0 mau tu ¢ bénh nhan HIV(+) mic roi loan déng
méu di truyén (haemophilia) dwoc diéu tri dong thei véi zidovudin va ibuprofen.

Thuéc tic ché men Chnyen va thuéc chen thu thé angmtemm II: Cén than trong khi dung
acid tiaprofenic vai cac thude trc ché men chuyen va thube dm khang thu thé angiotensin 11
vi nguy co ton hai dén chirc nang than, bao gdm suy than cap & nhimg bénh nhén c6 chirc
nang than suy giam (nhu bénh nhin bi mat nude hodc ngudi cao tudi).

Kha ning twong tac cin duge lru y nhur:

— Thuébe lam tan huyét khoi: Tang nguy co xut huyét.

— Thudc diéu tri ting huyet dp (thude loi tiéu, thude chen béta, thude tic ché men Lhuycn
thuoc do6i khang thy thé anglotensm [I): Lam glam hoat tmh cia céc thude nay. Diéu nay

can duge Iuu y ddi véi nhitng bénh nhan méi bit diu hodc bj suy tim sung huyét
va/hodc tang huyét ap.

Thuée tkc ché tdi hdp thu chon lpc serotonin (SSRI): Than trong khi phcn hop acid
tiaprofenic voi thude SSRIs vi acid tiaprofenic c6 thé lam ting nguy co xuat huyét tiéu
hoa.

Pentoxifyllin: Tang nguy co chay mau.

Ciclosporin: Nguy co nhiém doc thin c6 thé tang 1én néu NSAID diung chung vai
ciclosporin.

Khdng sinh quinolon: Dit lidu nghién ciru trén dong vét cho thdy NSAID c6 thé lam ting
nguy co co giat khi két hop voi khang sinh quinolon. Bénh nhan ding dong thoi NSAID va
quinolon c6 thé tang nguy co bi co giat.

Aminoglycosid hodc probenecid: Than trong khi dung dong thoi acid tiaprofenic véi
aminoglycosid hode probeneud Aminoglycosid ¢6 thé twong tac voi NSAID lam giam
chire nang than o nhu‘ng nguoi nhay cam, giam thai troe dmmoblyc,omd va ting nong do
trong huyét turong. Su giam chuyén héa va thai trir cic NSAID va céc chit chuyén héa da
duoc quan sat thiy & probenecid.

Twong ky ciia thudce

Do khéng ¢6 cac nghién ciru vé tinh twong ky cua thudc, khéng trén 13n thude nay véi cédc
thuoe khdc.

TAC DUNG KHONG MONG MUON CUA THUOC
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Tan suat duge phan loai nhur sau: Rét thuémg gap (ADR > 1/10), thuong gap (1/10 > ADR
> 1/100), it gdp (1/100 > ADR > 1/1000), hiém gap (1/1000 > ADR > 1/10000), rat hiém
gip (ADR < 1/10000), chua rd (khéng thé ude tinh tir nhitng dir lidu c6 sin).

Céc thong tin dudi day dwogc thu thip dua trén cdc nghién ctru lam sang va qua trinh thude

luu hanh trén thi trudmg;:
Hé co quan Tén suit Tic dung khong mong mutn

Rit thuomg gap | Pau bung trén

Thuong géap Budn nén. non. khé tiéu. tiéu chay

Phédn den, noén ra mau, chan an, kho tiéu, ¢
chua, dﬁy hoi, tdo bdn, viém da day, viém
loét miéng, viém tuy, viém dai trang va bénh
Crohn (xem phén Canh bdo va thdn trong
Chua 18 khi dimg thuoc)

R6i loan tiéu héa

Loét da day, xudt huyét va thung duong tiéu
héa do6i khi duge bdo cao, dic biét & nguoi
cao tudi, va trong truong hop ngoai 1& ¢ thé
dan dén ti vong

R6i loan da va md Phit ban, ngira, mé day, ban xudt huyét,
dudi da rung téc, ban d6 va viém da béng nuéc (hoi
Chua rd chirmg Stevens-Johnson hodc hoai tur biéu bi

nhiém dée), phan @mg nhay cdm v6i dnh
sdng, phu mach

Phan tmg di img khong dac hiéu, co thit phé

Thnitng gip quin, kho thé
R_E’i logn hé mien Phan tmg qua man da duge béo cdo sau khi
dich ¥ 56 diéu tri bang NSAID, soc phan vé, hen
suyen, dédc biét & nhitng doi tuong di (mg véi
aspirin va cdc NSAID khac
Kt lesen JOmLVE g Chua 15 Giam tiéu cau, thidu mau do chay man
bach huyet
R6i loan tai va mé . : { o X .
ki Chua rd Chong mat, 0 tai va budn ngu
R6i loan hé than | Thuong gap Chong mat
kinh Chua rd Nhtic ddu
Pau bang quang, tiéu khé va tiéu buédt, c6
thé tiéu ra mau
Sau khi diéu tri lién tuc, kéo dai bing acid
R6i loan than va B tiaprofenic, da thay xuét hién cac triéu
: Chua rd

tiét nidu chimg tiét niéu, viém dudng tiét nié¢u

NSAID da duge bdo cdo la gy doc cho thin
¢ nhiéu dang khac nhau. Cling nhu cac
NSAID khac, cac truomg hop riéng biét cua
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Hé co quan Tén sudt Téc dung khong mong muon

viém ong k& than, hdi ching than hu va suy
than cting da dugc bao cdo véi acid

tiaprofenic
R6i loan chuyén Chua 16 Gitt mudi va nude (xem phan Canh bdo va
hoéa va dinh dudng than (rong khi ding thuic)
Réi loan gan mét Chua rd Viém gan, vang da
Nhiém khuan va S bk
nhiBm déc Thuong gép Viém bang quang
Xét  nghiém/tham " Thoi gian chay méau kéo dai, xét nghiém
4 Chua rd o £ .
do chiic nang gan bat thutmg

Ciac tic dung phu khic di dugc bio cdo véi NSAIDS nhung khéng cu thé véi acid
tiaprofenic la:

Réi loan hé than kinh: Viém day thin kinh thj gidc.

Réi loan mét: Rbi loan thi gidc.

Réi loan co xuong va mo lién két: Di cam.

Réi loan tim than: Trdm cam, 14 13n, 4o gidc.

Réi loan toan than va tinh trang tai chd ding thude: Mét moi, kho chiu.

Réi loan mau va hé bach huyct Giam bach cau trung tinh, mat bach cau hat, thiéu mau
bat san, thiéu méu tan huyét.

Réi loan than kinh: Céc béo cdo vé viém mang nfo v6 khuin (dac biét ¢ nhimg bénh
nhan c6 sin roi loan ty mién dich, nhu bénh lupus ban dé hé théng, bénh mo lién ket
hén hop), véi cac triéu chimg nhu cung ¢d, nhitc déu, budn nén, nén, sdt hodc mat
phuong hudng (xem phan Cdnh bdo va than trong khi diing thuéc).

Réi loan mach méau va tim mach: Phi né, tang huyét ap va suy tim da dugce bdo cdo khi
diéu tri bang NSAID.

Thir nghiém 1am sang va dit liéu dich t& hoc cho thiy viée sit dung mét sd NSAID (dic biét
O lieu cao va dicu tri lau dai) co6 thé lam tang nguy co bién c6 huyét khoi dong mach (nhu
nhoi mau co tim hodce dét quy) (xem phan Canh bdo va than trong khi ding thuéc).

Bdo cio ADR

Viée bao cdo cic phan Gng c6 hai dwoc nghi ngdr cua thude sau khi luu hanh rit quan
trong, né cho phép theo déi lién tuc ty 18 gitra loi ich/ i ro cua thude. Céc chuyén gia y té
nén duoc yéu cau tién hanh bdo cdo cac phan img ¢ hai duge nghi ngdr théng qua hé théng
bio cdo quéc gia vé thang tin thudc va theo ddi phan tng c6 hai cta thude (Trung tim DI
& ADR Quéc gia).

Thong bdo ngay cho bac si hodc dwec si nhitng phan wrng co hai gap phai khi sie dung
thube.

QUA LIEU VA CACH XU TRi

Trong trudng hop qua licu acid tiaprofenic, chi dinh diéu tri ho tro va diéu tri triéu chimg.

Cac triéu cheng
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Céc triéu chiig bao gdém nhirc ddu, budn nén, nén, dau ving thuong vi, xudt huyét tiéu
hoa, lliérn khi bi tiéu chay, méit phwong hudng, kich thich, hon mé, bufm ngu, chéng mat,
tai, ngét xiu, thinh thodng co gidt. Trong trudng hop ngd ddc thén cp tinh nghiém trong va
ton thwong gan co thé xay ra.

Cach xu tri

Bénh nhin nén duogc diéu tri triéu chimg theo yéu cau.

Trong vong mot gidr sau khi wfmg qua lidu, than hoat tinh nén duoc xem xét. Ngoai ra, ¢
ngudi 16n nén duge xem xét rira da day trong vong mot gidr sau khi uong qua li€u co kha
nang de doa dén tinh mang.

Can dam bao lugng nude tidu tot.

Chic ndng than va gan cén dugce theo doi chit ché.

Bénh nhan nén dugc theo ddi trong it nhét bon giér sau khi uéng qua liéu.

Néu co gidt thuomg xuyén hodc kéo dai nén diéu tr bang diazepam tiém tinh mach.

Céc bién phap khéc ¢ thé dwge chi dinh tiy thude vao tinh trang lam sang ctia bénh nhén.
PAC TINH DUQC LU'C HOC

Nhom dwge Iy: Nhém khang viém khong steroid (NSAID)

MiaATC: MO1AEL11

Tac dong cua acid tiaprofenic trén sun khép da duge nghién ctru trong cac thi nghiém in
vitro va trong cdc nghién ctu ex-vivo bang cach s dung cac md hinh dong vt khac nhau
vé bénh viém khép. Ex-vivo céac thi nghiém vé nudi cay té bao chondrocyte & ngudi cling
da duoc tién hanh. Trong cac thi nghiém nay, acid tiaprofenic voi nong do tuong duong
v6i lidu diéu tri, khong 1am giam qua trinh sinh tong hop céde proteoglycan va khong lam
thay d6i sw biét héa cua cac proteoglycan dugc tiét ra. Su phan huy cua cac tap hop
proteoglycan bi tic ché. Nhing két qua nay cho thay tac dung trung tinh hodc cé thé cé loi
ctia acid tiaprofenic trén sun khép trong diéu kién thuc nghiém. Y nghia lam sang cua
nhimg phat hién nay da duge nghién ciru trong mdt nghién ctiru mu déi dai han, trong do
acid tiaprofenic khong lam tang dang ké ty 1& suy thodi khong gian khop trén X quang &
bénh nhan thodi hoa khép gbi.

PAC TINH DUQC PONG HOC

Nghién citu voi liéu dom: Sau khi udng véi thoi gian tdi da 1a 90 phit. Mic huyét tuong
bang 0 sau 24 gio. Thoi gian ban thai 1,5 dén 2 gio.

Nghién citu liéu Idp lai: Thude thai trir nhanh chong va khéng c6 tich Iiiy sau khi ding liéu
lap lai 600 mg/ngay chia lam nhiéu 1an. Trang théi on dinh sau ngay dAu tién. Khong bi suy
giam hép thu & bénh nhén RA dang diéu tri lau dai. Khéng co béng chimg vé duge dong
hoc khac nhau & ngudi cao tudi.

Hip thu

Acid tiaprofenic hép thu cht yéu qua ta tring mot cach nhanh chong.
Phin bé

Lién két v6i protein huyét twong khoang 97 — 98%.

Do thanh thai huyét twong béng 6 lit/gio.

Chuyén héa

10
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C6 hai chat chuyén héa chinh chiém khoang 10% bai tiét nudc tidu va c6 hoat tinh duge Iy
thap. Hop chat goc duge bai tiét chu yeu ¢ dang acylglucuronid.

Thai trir
Thai trir khoang 60% trong nude tiéu con lai trong mat.
QUY CACH PONG GOI
Vi AI/AL Hop 1 vi x 10 vién nén kém theo t& huéng dan sir dung.
Vi AVAL Hop 2 vi % 10 vién nén kém theo t huéng dan sir dung,
Vi AVAL Hop 3 vi % 10 vién nén kém theo t&r huéng dan sir dung.
Vi AI/AL Hop 5 vi % 10 vién nén kem theo t& huéng dén sir dung.
Vi AVAL Hop 10 vi 10 vién nén kém theo t& huéng dén sir dung.
PIEU KIEN BAO QUAN
Bao quan noi khé, dudi 30°C, tranh anh sang.
HAN DUNG
24 théng ké tir ngay san xuét. Khong ding thudc qué thoi han sir dung.
TIEU CHUAN CHAT LUQNG
Tiéu chuan co so.
TEN, PIA CHI CUA CO SO SAN XUAT THUOC
Co s¢ san xuit: CONG TY €O PHAN DUQC PHAM BOSTON VIET NAM.

Dia chi: Toa nha s6 2, sb 43, dudng so 8, khu cong nghiép Viét Nam — Singapore,
phuong Binh Hoa, thanh pho Thudn An, tinh Binh Duong, Viét Nam.

Dién thoai: 02743 769 606 Fax: 02743 769 601

Email: rd.boston@bostonpharma.com.vn.

NGAY XEM XET SUA POI, CAP NHAT NOI DUNG HUONG DAN SU DUNG
THUOC
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