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HUGNG DAN SU DUNG THUOC
BOSGAM 100/ BOSGAM 200

M&i vién nén BOSGAM 100 co chita:
Thanh phin hogt chiit:
AR THREOPEHE. oo ...100 mg

Thanh phin td duge: Cellulose vi tinh thé type 112, pregelatmlzed starch, colloidal silicon
dioxyd, natri lauryl sulfat, natri croscarmellose, magnesi stearat.

M&i vién nén BOSGAM 200 c6 chiia:
Thanh phin hogt chiit:
..200 mg

Thanh phin td dwge: Cellulose vi tmh the t)fpe 114 pregelatlmzed starch, colloidal silicon
dioxyd. natri lauryl sulfat, natri croscarmellose, magnesi stearat.

DANG BAO CHE
Vién nén.

7o 011 ) R, e

M@ ti sin phim:

BOSGAM 100: Vién nén hinh tron, mau tréng dén tr*fmg nga, hat mat khum tron.
BOSGAM 200: Vién nén hinh tron, mau triing t&i tring nga, mot mat khum tron, mdt mat
khuyét c6 vach, chit B va so 200.
CHI PINH
Acid tiaprofenic duge st dung & ngudi Iém va tré em tir 15 kg (khoang 4 tudi). Puge chi
dinh trong:
— Piéu tri dai han cic triéu chimg:

+ Viém thap khop man tinh, ké ca viém khop dang thap.

+ Bénh thoai hoa khép giy dau va mét kha niing 1am viéc.
— Pidu tri tridu chimg n gfm han:

+ Céc con dau cdp tinh cua thoi hoa khép, dau thit lung.

+ Réi loan xwong khép cép tinh sau chin thuong.
— DPau bung kinh nguyén phat:

— Diéu tri triéu chimg dau trong cac truong hop viém tai mii hong va ring miéng. Trong
chi dinh nay, phai cin nhac giira lgi ich giam dau va cac nguy co co lién quan, dac biét
la nguy co lan rdng cua nhiém tring boi nhiém.

LIEU DUNG, CACH DUNG
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Liéu diing

Nén diéu tri trong thoi gian ngép nhét voi I;étm thép nhit cé hidu qua dé giam thidu tac dung
khdng mong mudn do ding thude (xem phan Canh bdo va than trong khi dimg thuoc).
Ngueoi lon:

— Libu tan cong: 200 mg x 3 lan/ngay, hay i da 600 mg/ngay.

— Liéu duy tri: Tir ngay thir 4, ¢6 thé giam liéu xudng 300 — 400 mg/ngay.

Trée em:

— Tréem trén 15 kg: Ubng 10 mg/kg/ngay.

— Tré em tir 15 — 20 kg (khoang 4 — 6 tudi): 50 mg x 3 lin/ngdy dén 100 mg x 2 lan/ngay;
hay 150 — 200 mg/ ngay (Poi véi licu ding 50 mg hay 150 mg acid tiaprofenic, chon
ché pham khac co6 dang chia liéu phu hop).

— Tré em 20 — 30 ke (khoang 6 — 10 tudi): 100 mg x 2 — 3 lan/ngay (200 — 300 mg/ngay).
— Tréem tir 30 kg tré 1én (khoang 10 tubi): 100 mg x 3 lan/ngay (300 mg/ngay).

Tuéi ude tinh theo cén nang dwoc dwa ra o trén dé tham chiéu nhir mét chi dinh.

Céach ding

Ding dudng udng. Udng nguyén vién véi nhiéu nude hodc hoa tan thude trong mot ly
nude 1on.

Nén ding thude trong bita &n. Lidu ding duoc chia thanh 2 — 3 1lan/ngay.

CHONG CHI PINH

Qué min véi acid tiaprofenic hodc bat ky thanh phin nao cta thudc.

Bénh nhén co6 tién sir di vng ho@ic hen suyén do hoic khéng do acid tiaprofenic hodc cac
thudce twong tu nhur aspirin, thude khang viém khéng steroid (NSAID) khac géy ra.

Phu nit mang thai tir thang thir 6 clia thai k¥ (tudn thir 24 tir khi mét kinh) (xem phan Sir
dung thuoc cho phu nit co thai va cho con bti).

Negudi ¢6 tién sit xuit huyét hodc thing dudng tiéu hoa lién quan dén viée ding thude
NSAID trude do.

Bénh nhin dang hoat déng hodc c6 tién sir loét da day/xudt huyét tai phat (hai hoidic nhiéu
dot xuat huyét hodc chay mau riéng biét da duge chimg minh).

Suy gan nang, suy thdn nang va suy tim nang

Tré em duéi 15 kg tuong img khoang dudi 4 tudi (do cin sir dung dang bao ché khac phi
hop hon).

CANH BAO VA THAN TRONG KHI DUNG THUOC

Cén tranh st ding dong thisi acid tiaprofenic véi cdc NSAID khéc c6 dang bao ché vién
nén, ké ca céc thude tic ché chon loc cyclooxygenase 2 (COX-2).

Tac dung khong mong mudn c6 thé duoe giam thidu bing céch sit dung lidu thdp nhat c6
hiéu qua trong thdi gian ngén nhit dé kiém soat cac tridu ching (xem phan Liéu dimg, cdch
dimg va cic ndi dung “Anh hudng trén hé tiéu héa”, “Anh hudng trén tim mach va mach
mau ndo” bén dudi).

Di img:
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Bénh nhén hen suyén, viém miii man tinh, viém xoang man tinh va/hodic polyp miii ¢o
nguy co bigu hién di tmg cao hon khi diing aspirin va/hodc cac NSAID khac.

Viée sir dung acid tiaprofenic co thé gdy ra con hen suyén, dic biét & doi tuong bénh nhan
di ing voi aspirin hodac NSAID (xem phan Chong chi dinh).

Negudi cao tudi:

Cén dung thudc than trong & nhitng bénh nhan cao tudi vi ¢é nguy co cao xay ra nhiing téc
dung khong mong muon véi NSAID, déc biét 1a tinh trang xuét huyct va thing duong tiéu
hoda c6 thé gy tir vong (xem pan Liéu ding, cdch dimg va cic ndi dung bén dudi).

Anh huoéng trén hé tiéu hoa:

Xuit huyét tiéu hoa, loét hodc thang dudmg tidu hoa ¢ kha ning gy tr vong da dugc bio
cdo ¢ thé xay ra voi tit ca cac NSAID & bét ky thoi diém ndo trong qué trinh diéu tri, c6
hodc khong c¢6 cdc triéu ching canh bdo hodc cd tién sir bénh dudng tiéu hoéa nghiém
trong.

Nguy co xuét huyét tiéu hoa, loét hodc thing ting 1én theo liéu NSAID & bénh nhan c6 tién
str loét, dic biét trong trudmg hop cd bién chimg nhu xudt huyét hodic thung (xem phin
Chéng chi dinh), ciing nhu & nguoi cao tubi. O nhimg bénh nhén nay, nén dugce bit diu
diéu tri v6i lidu thip nhét c6 thé. Nén can nhic diéu tri két hop voi thude bao vé dudmg tiéu
héa (nhur misoprostol hodc thude trc ché bom proton) cho nhimng bénh nhén nay va nhiing
bénh nhan dang diéu tri bing aspmn liéu thép hodc cac thude khic c6 thé 1am ting nguy co
trén dudng tiéu héa (xem cic ndi dung bén dudi va phin Twong tdc, tuong ky ciia thudc).

Bénh nhéan c6 tién st bénh duong tiéu hoa, dac biét la bénh nhén cao tudi can thong bao
bat ki tridu chimg bit thudng nao trén duong tiéu hoa (nhét 13 xudt huyét tidu hoa), dac
biét la khi bat dau diéu tri.

Than trong khi p1101 hop didu trj acid tiaprofenic véi cac thudc cé thé lam tang nguy co loét
hodc xuét huyet nhur corticosteroid dwong udng, thude chong ddéng mau nhu warfarin,
thudc e ché chon loc tai hdp thu serotonin (SSRI), thubc chdng két tap tidu cau nhu
aspirin hoic nicorandil (xem phén Twong tdc, twong ky cia thuéc).

Néu xudt hién xuét huyét hodc loét & bénh nhén sir dung acid tiaprofenic, phai ngimg diéu
tri.

O nhitng bénh nhén c6 tién sit bénh dudmg tiéu héa (viém loét dai tring, bénh Crohn), cin
thén trong va giam sat chat ché khi st dung NSAID. do nguy co 1am bénh tré nén ning
hon (xem phan Tdc dung khéng mong muon cua thuoc).

Anh hudng trén tim mach va mach méu nio:

Can giam sét chit ché va khuyén cdo diy du khi ding NSAID cho nhitng bénh nhén c6
tién sir ting huyét ap, suy tim nhe dén trung binh vi NSAID da duge bdo céo giy giif nuée
va phu.

-Cac nghién citu 1am sang va dit lidu dich t& hoc cho thiy viéc sir dung mdt s6 NSAID (dic
biét khi ding liéu cao va trong thdi gian dai) ¢6 thé lam tang nguy co xudt hién bién ¢
huyét khdi tim mach (nhur nhéi mau co tim va dot quy). Hién tai khéng co du dit liéu dé
loai trir nguy co gia tang nay ddi véi acid tiaprofenic.

Bénh nhén tang huyét 4p khong kiém sodt, suy tim sung huyét, bénh thiéu mau co tim,
bénh dong mach ngoai bién va’hodc tién str dot quy (bao gém ca con thiéu méu nio thodang
qua) chi nén diéu trj voi acid tiaprofenic sau khi dénh gia cin thén giita loi fch va nguy co.
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Can cha y tuong tu trude khi bét diu didu tri dai han & nhiing bénh nhén c¢6 céc yéu to
nguy co mdc bénh tim mach (nhu ting huyét ap, tang lipid méu, tiéu dudng hodc hit
thudc).

Tang nguy co bién cb huyét khdi dong mach da dugc bdo cao ¢ nhiing bénh nhan dugc
diéu tri bang NSAID (khéng bao gém aspirin) dé giam dau trude phiu thuat bit cAu dong
mach vanh.

Neuy co huyét khéi ddng mach:

Céc thube chong viém khong steroid (NSAIDs), khong phai aspirin, dung duong toan thén,
c6 thé 1am ting nguy co xuat hién bién ¢ huyét khéi tim mach, bao gdm ca nhdi méau co
tim va dét quy, c6 thé din dén tir vong. Nguy co nay c6 thé xudt hién sém trong vai tudn
dAu ding thude va cd thé tang 1én theo thoi gian ding thude. Nguy co huyét khéi tim mach
duoc ghi nhan chi véu & lidu cao.

Béc si cin danh gia dinh ky su xuét hién ctia céc bién cb tim mach, ngay ca khi bénh nhan
khong ¢o céac triéu chimg tim mach trude d6. Bénh nhin can duogc canh bdo vé céc triéu
chimg cta bién ¢ tim mach nghiém trong va cin thim khim béc si ngay khi xuét hién cac
triéu chimg nay.

Pé giam thidu nguy co xuft hién bién cb bt 1oi, cin sit dung acid tiaprofenic & lidu hang
ngay thip nhét c6 hiéu qua trong thi gian ngén nhét co thé.

Anh hudng trén da:
Céc phan tmg trén da nghiém trong, mot s gdy tur vong, bao gbdm viém da troc vay, hoi

chimg Stevens-Johnson va héi chimg hoai tir biéu bi nhidm doc (Lyell) da dugc béo cao
khi didu tri bang NSAID, tuy rét hiém (xem phin Tdc dung khéng mong muén ciia thuéc).

Tén suat xuat hién cua tac dung cd hai ndy dudmg nhu cao hcm trong giai doan bat diu diéu
tri, hau hét cdc thoi diém khai phat 1a trong thang diéu tri dAu tién.

Néu thay xuét hién pac triéu chimg nhu phat ban da, ton thuong niém mac hodc bét ky diu
hiéu qué man nao can ngung dung acid tiaprofenic ngay lap tic.

Suy thin:

Céc NSAID thong qua e ché tac dong giin mach cia prostaglandin than, co thé gay ra suy
than do giam loc cau than. Tac dung cé hai nay phu thuge licu lugng.

Khi bat ddu diéu trj hodc sau khi tang lleu khuyén céo theo déi bai niéu va chirc nang than
& cac doi tuong bénh nhén cé cdc yéu to nguy co sau:

+ Ngudi cao tudi

+ St dung cac loai thudc: thude e ché men chuyén, thuée nhém -sartan, thuoc loi tiéu
(xem phan Twong tdc, twong ky cua thuoc)

+ Giam thé tich m4u bit k& nguyén nhén nao
+ Suy tim

+ Suy thdn man tinh

+ Héi chirng thdn hu

+ Bénh lupus ban do

+ Xo gan mét bu

(it nude va natri:
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Acid tiaprofenic ¢6 thé gy gitr mubi va nuée ddn dén phu né, ting huyét ap, lam trdm
trong thém tinh trang suy tim. Can theo dai l4m sang cac truomg hop bénh nhén tang huyét
ap hodc suy tim tir khi bit ddu didu tri. Acid tiaprofenic c6 thé lam giam tic dung cia
thude diéu tri tang huyét ap (xem phan Twong tdc, tuong ky thuéc).

Tane kali mau:

Tang kali mau do bénh tiéu dudng hodc ding tiaprofenic déng thoi véi cac thude tang kali
méu (xem phan Twong tac, twong ky thuoc). Can theo doi thuong xuyén nong dé kali huyét
thanh trong nhiing trirdng hop nay.

Anh hudng trén tiét niéu va bang quang:

Néu xay ra céc tridu chimg tiét niéu hodc viém bang quang, cin ngimg ngay diéu tri bing
acid tiaprofenic.

Than trong Kkhi sir dung:

Gibng véi céc thube NSAID khéc, acid tiaprofenic e ché qud trinh tong hop
cyclooxygenase va prostaglandin, cé thé lam giam kha ning sinh san. Khong khuyen cao
ding cho phu nir dang 6 ¥ dinh mang thai. O nhiing phu nit khé thu thai hogc dang duoc
kiém tra chirc nang sinh san, can xem xét viéc ngirng dicu tri bang NSAID.

Tang nguy co rung tim nhi da duoe bio cdo khi diéu tri bﬁng NSAID.

Thuy di_iu‘cé thé la nguyén nhan gy ra cac bién chimg nhiém tring nghiém trong trén‘da
va m6 mém. Cho dén nay, khéng the loai trr nguy co cia NSAID trong viéc lam tram

trong thém cac bénh nhiém tring nay. Do d6, cin thin trong tranh sit dng acid tiaprofenic
trong trudng hop bénh thity ddu (xem phén Tde dung khéng mong mudn ciia thuéc).

Can than khi dung acid tiaprofenic trong cac bénh nhiém triung hay c6 nguy co nhiém tring
cho di duoe kiém so4t tot do thube co kha nang lam giam swre dé khang tu nhién cia co thé
chdng lai nhiém tring va/hodc che khuét céc diu hiéu théng thudng cia su nhiém tring.

Ngung diéu tri khi ¢6 ban mun nuée (xem phin Tdc dung khéng mong mudn ctia thuéc).
C6 thé diing dang bao ché khéc phil hop hon cua acid tiaprofenic.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Phu nir ¢o thai

NSAID irc ché tdng hop prostaglandin ¢é thé anh huéng dén thai ky va/hodc sy phét trién
ctia phoi thai hodc thai nhi.

Neuy co khi str dung thude trong 3 thang diu cta thai ki:

Dir liéu tir cac nghién ctru dich t& hoc cho théy ting nguy co say thai, di tit tim va tat nit
bung sau khi sir dung chit tic ché tong hop prostaglandin trong giai doan dAu cia thai ky.
Nguy co tuyét dbi cho di tit tim mach da ting tir dudi 1% 18n 61 khoang 1,5% & nhimg
nguoi st dung NSAID. Nguy co duge cho la tang theo lidu luong va thoi gian diéu tri. O
dong vat, viéc st dung chat trc ché tong hUp prostaglandin cho thdy dan dén tang nguy co
that bai truée va sau cdy phoi va gdy chét phoi thai. Ngoai ra, su gia tang ty 1& mic cdc di
tat khac nhau, bao goém ca tim mach, di dugc bao cdo & dong vét duge cho dung chit e
ché téng hop prostaglandin trong giai doan hinh thanh céc co quan ciia thai nhi.

Neuy co khi sir dung thudc tir tun thi 12 tir khi mét kinh dén khi sinh:

Tufn thir 12 tir khi mét kinh cho dén khi sinh, tit ca cdc NSAID tic ché tng hop
prostaglandin ¢6 thé gdy suy gidm chirc ning thin cho thai nhi:

N
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+ Tir tudn thir 12 tir khi mét kinh, trong tir cung, co thé quan sat thiy (bét dAu bai niéu &
thai nhi): thiéu 6i (c6 thé xay ra ngay sau khi bat dau diéu tri va thuong hdi phuc khi ngimg
diéu tri), tham chi khéng c6 nude 6i, dic biét la khi thoi gian phoi nhidm kéo dai.

+ Sau khi sinh, suy than (c6 thé hoi phuc hodic khong) ¢6 thé kéo dai, dic biét trong trudng
hop phot nhiém mudn va kéo dai (nguy co ting kali mau mudn nghiém trong).

Co thét épg dong mach c6 thé xay ra trong 3 thang gitta cia thai ky (thudmg héi phuc khi
ngimg dicu tri).

Nguy co khi sir dung thude sau tudn thit 24 tir khi mét kinh va dén khi sinh:

Sau tudn thir 24 tir khi mét kinh, NSAID c6 thé gy doc tinh trén tim phdi cho thai nhi (véi
sir déng ctra sém dng déng mach va ting huyét ap dong mach phdi) va din dén suy tim
phéi & thai nhi hogc tré so' sinh hodc tham chi thai chét trong tir cung. Rui ro ndy cang cao
hon khi sir dung thude cang gan lte sinh (do it ¢6 kha ning hdi phuc hon). Anh hudng nay
c6 thé xay ra ngay ca v6i 1 1an st dung.

Vao cuoi thai kv. noudi me va tré so sinh c6 thé xuét hién:

Kéo dai thoi gian chay mau do tdc dyng chong két tap co thé xay ra ngay ca sau khi ding
thude vai lieu lugng rat thap;

Ut ché co bép tir cung din dén chuyén da chim hoic kéo dai.

Do dé:

Trir khi thuc su cén thiét., khoéng nén ké don ‘thué‘c nay cho ghu nit dang ¢6 y dinh mang
thai hodc trong 5 thang dau cua thai ky (24 tudn dau tir khi mat kinh). Néu ding thuoe cho

phu nir muon mang thai hodc dang mang thai dudi 6 thang, nén ding lidu cang thap cang
tot va thoi gian diéu tri cing ngén cang t6t. Ding thude keo dal khéng duge khuyén cdo.

Tir tudn thir 20 tir khi mét kinh cén theo dai chire ning tim va than. Néu thiéu 6i hodc déng
ong dong mach xdy ra, nén ngirng dicu tri bang acid tiaprofenic.

Tir d4u thang thir 6 thai ky (sau tudn thir 24 tir khi mét kinh): chéng chi dinh dung thude
nay, ké ca ding v6i tAn sudt thip. Viée sir dung khéng cha ¥ k& tir ngay nay, cén duoc theo
dai chirc ndng tim va thdn cua thai nhi va/hodc tré so sinh tuy thudc vao thoi gian phoi
nhidm. Thoi gian theo dai s& duge diéu chinh theo théi gian ban thai cia thude.

Phu nir cho con bt

Cac NSAID bai tiét vao sita me, do d6 thude nay khong dwoc khuyén cdo ding cho phu nit
cho con bu.

Kha nang sinh sin

Gidng nhu céc NSAID khdc, viée sir dung acid tiaprofenic ¢6 thé 1am giam kha ning sinh
san O nif gioi do anh huong dén qua trinh ryng trimg; do do khéng duoc khuyén céo cho
nhimg phu ni c¢b ging thu thai. O nhiing phu nit gép khoé khan trong viéc thu thai hoac
dang kiém tra chirc ning sinh san, nén cdn nhic viéc ngimg diéu tri.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Canh bdo voi bénh nhan vé nguy co bi chong mat.

TUONG TAC, TUONG KY CUA THUOC

Twong tdc ciia thude

Nguy co lién quan dén ting kali mau:
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Mot sb loai thuoc hodc nhom diéu tri ¢ kha nang thic déy xuét hién tang kali mau: Mubi
kali, thudc loi tiéu tang kali mau, thudc trc ché men chuyén, thudc dbi khang thu thé
angiotensin II, thuc chéng viém khéng steroid, heparin (trong luong phan tir thép hodc
khéng phan doan), thude trc ché mién dich nhwr ciclosporin hoiic tacrolimus, trimethoprim.
Su két hop cia cac loai thude nay 1am ting nguy co tang kali mau. Nguy co nay dic biét
cao vGi thube loi tiéu gilr kali, dac biét khi ching duge két hgp véi nhau hodc véi mudi
kali. Trong khi sy két hop giita thudc rc ché men chuyén va thude chéng viém khéng
steroid ¢6 nguy co ting kali méu thap hon, dam bao céc bién phap phong ngira khuyén cdo
duoc thuc hién.

Dé biét cde rui ro va mie dj tuong tac cu theé doi véi thude ting kali mau, nén tham khao
cac tuong tac cu thé cua timg thuoc.

Tuy nhién, mét sé thube nhu trimethoprim, khéng phai la thube gay tuong tac cu thé lién
quan dén nguy co tang kali mau. Tuy nhién, chiing c6 thé déng vai trd 12 yéu té gép phén
khi két hop véi cac loai thude khac nhur da dé cap o trén.

Viéc sur dung déng thoi acid tiaprofenic voi cdc thudc ké trén, can phai theo ddi chat ché
tinh trang 1dm sang va sinh hoc ctia bénh nhén.

Khéng khuvén cio phdi hop:
— Cidc thude NSAID khic:

+ Tang nguy co loét va chay mau dudng tiéu hoa.

— Aspirin & liéu chéng viém (= 1 g/liéu va/hodc > 3 g/ngiy), va & liéu gidm dau hodc
ha sot (= 500 mg/liéu va/hodc < 3 g/ngay)

+ Tang nguy co loét va chay médu duong tiéu hoa.

— Thude chﬁng diong mau: Thube khang vitamin K (nhw warfarin), thube e ché
thrombin (nhw dabigatran), thuoc rc ché true tiép yéu t6 Xa (nhw apixaban,
rivaroxaban, edoxaban)

+ Ting nguy co chay mau do thude chéng dng.

+ Néu bit bude ding két hop cac thude nay, cin phai theo dai chit ché tinh trang 1am
sang hodc ca tinh trang sinh hoc ctia bénh nhén.

— Heparin khéng phéin doan, heparin trong lwgng phin tir thap (¢ liéu diéu tri
va/hodic & ngudi cao tuoi)

+ Tang nguy co chay mau (do NSAID gay kich tng niém mac da day ta trang).

+ Néu bit bude dung két hop céc thude nay, phai theo ddi tinh trang 1dm sang chit cha.
— Lithi

+ Tang ndng dé lithi huyét c6 thé dat dén gid tri gdy déc (giam bai tiét lithi qua thén).

+ Néu bét‘ budec ding két hop cic thudc nay, phai theo dai chit ché néng dd lithi va didu
chinh liéu luong lithi trong qua trinh két hop va sau khi ngimg NSAID.

— Methotrexat (diing véi liéu > 20 mg/tuin)

+ Téang ddc tinh trén mau cua methotrexat (giam do thanh thai methotrexat & than do
thudéce chong viém).

— Pemetrexed (bénh nhén c¢é chite ning thin tir thip dén trung binh, d thanh thai
creatinin trong khoang 45 — 80 ml/phuat)
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-

Nguy co ting ddc tinh cua pemetrexed (giam do thanh thai qua than ctia NSAID).

Thén trong khi phdi hop:

-+

Thudc d6i khang thu thé angiotensin 11

Suy than cép & bénh nhén O nguy co (ngudi cao tudi va/hoic dbi tugng mét nude, didu
tri két hop vdi thube loi tiéu, suy giam chic ning than) do giam loc cau than (NSAID
tic ché gidn mach qua trung gian prostaglandin). Nhimg tic dong nay thudng hoi phyc.
Hon nita, con giam tac dung ha huyét ap.

Bt nude cho bénh nhan va theo ddi chite ning thin khi bit diu didu tri va thudng xuyén
trong qua trinh phdi hop.

Thude lgi tiéu

Suy than cgip 0 bénh nhén ¢6 nguy co (nguoi cao tudi va/hodc déi twong mét nude) do
giam loc cau than (NSAID trc ché gidn mach qua trung gian prostaglandin).

+ Gidm tac dung ha huyét ap.

+ Bu nude cho bénh nhédn va theo doi chiic nang théan khi bat dau diéu tri.

+

+

Thube e ché men chuyén

Suy thin cip & bénh nhén ¢6 nguy co (ngudi cao tudi vivhodc dbi tugng mit nude khi
ding thuoc lgi tieu, suy giam chirc nang than) do giam loc cau than (NSAID tc ché
gidn mach qua trung gian prostaglandin).

Nhiing tac déng nay thuomg hdi phuc. Hon nita, con giam tac dung ha huyét ap.

Bu nuée cho bénh nhén va theo ddi chire ning than khi bat dau diéu tri va thudng xuyén
trong qua trinh phoi hop.

Methotrexate ding litu thﬁp =20 mgftuzin)

Téang doc tinh trén mau cua methotrexate (giam do thanh thai methotrexate ¢ thin do
thudce chong viém).

Kiém tra céng thirc mau hang tudn trong nhig tuin ddu tién ding phdi hop. Ting
cudng giam sat trong truémg hep suy giam (thdm chi nhe) chirc ning thin va ngudi cao
tudi.

Nicorandil

O nhitng bénh nhén ding nicorandil va NSAID déng thoi, dé phong ngira tim mach
hodc & liéu chong viém, nguy co tang bién chimg nghiém trong nhu loét, thung va xuat
huyét dudng tigu hoa (xem phan Canh bdo va thédn trong khi dimg thuoc).

Pemetrexed (¢ bénh nhin ¢6 chire néing thin binh thiwrong)

Nguy co tang ddc tinh cta pemetrexed (giam d¢ thanh thai qua than cia NSAID). Theo
doi sinh hoe chire nang than.

Ciclosporin, tacrolimus
Nguy co tac dung phu gay ddc cho than, dac biét & ngudi cao tudi.

Theo doi chire nang thin khi bat dau diéu tri bang NSAID.

Liru ¥ khi phéi hop:
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— Aspirin & liéu chéng két tip tiéu chu (tir 50 — 375 mg méi ngay/1 hoiic nhidu lidu).
+ Tang nguy co loét va chay mau dudng tiéu hoa.
— Glucocorticoid (trir hydrocortison trong diéu tri thay thé)

+ Téng nguy co loét va chay méu dudmg tiéu héa (xem phéin Canh bdo va than trong khi
ding thuoc).

— Thube chéng két tip tiéu cdu

+ Ting nguy co chay mau dudng tidu hoa (xem phan Céanh bdo va thdn trong khi ding
thuoc).

— Thudbe ire ché tdi hip thu chon lge serotonin (SSRIs)

+ Tang nguy co chay mdu dudng tiéu hoa (xem phin Cdnh bdo va than trong khi ding
thuoc).

— Heparin khong phian doan, heparin trong lugng phin tir thip (liéu phong ngira)
+ Tang nguy co chay mau.
— Thube chen béta (trir esmolol)

+ Giam tac dung ha huyét ap (NSAID trc ché giin mach qua trung gian prostaglandin, gitt
nudce va natri bang phenylbutazon).

— Deferasirox

+ Tang nguy co loét va chay mau dudng tiéu hoa.
— Thube ting kali mdu khic

+ Nguy co tang kali mau, ¢ kha ndng giy tir vong.
— Pentoxifylin

+ Tang nguy co chay mau. Théan trong khi sir dung.
— Tenofovir disoproxil

+ Nguy co tang ddc tinh trén thin cua tenofovir.

Twong ky ciia thuic

Do khéng ¢ cac nghién cttu vé tinh twong ky cta thude, khéng trdn 1dn thude nay véi céc
thube khéc.

TAC DUNG KHONG MONG MUON CUA THUOC

Céc nghién ctru 1dm sang va dir li¢u dich t& hoc cho thiy viéc st dung mot sé NSAID (dac
biét khi sir dung & lidu cao va trong thoi gian dai) cé thé 1am ting nhe nguy co bién cb
huyét khdi dong mach (nhu nhdi mau co tim hodc tai bién mach méu nio) (xem phan Canh
bdo vii thin trong khi ding thuic).

Téan sudt duge phan loai nhu sau: Rt thuong gdp (ADR = 1/10), thuong gap (1/10 > ADR
= 1/100), it gap (1/100 > ADR = 1/1000), hiém gip (1/1000 > ADR > 1/10000), rét hiém
gdp (ADR < 1/10000), chwra 13 (khong thé wéc tinh tir nhiing dir lidu c6 sin).

Céc thong tin dudi ddy duge thu thap dua trén cac nghién ciru 14m sang va qué trinh thude
luu hanh trén thi truong.

f

Wy =
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Heé co quan

Tan suit

Tic dung khéong mong muén

Roi loan tiéu hoa

Rét thudng gap

Pau bung

Thudmg gap

Budn ndn, ndn, kho tiéu. tiéu chay, tdo bon,
viém da day

Diy hoi, viém loét miéng, phin den, non ra
mau, lam tim trong thém bénh viém truc
trang hodic bénh Crohn (xem phin Cdnk bdo
va thén trong khi diing thudc).

Nhing roi loan tiéu hoa nay da dugce bao cdo

Chua 1
R sau khi dimg NSAID.

Loét da day, thimg hodc xuit huyét tidu héa,
¢6 thé din dén tir vong, dic biét & ngudi cao
tudi (xem phan Cdnh bdo va than trong khi
dimng thudc).
Tang huyét 4p, nhip tim nhanh, dau nguc, rdi

Hiém gap loan nhip tim, d4nh tréng ngwe, ha huyét ap,

Réi loan tim mach suy tim sung huyét.
. Phii, ting huyét 4p va suy tim di duoc bao
Ch : = :
e cdo khi diéu tri bang NSAID.

Khéi phat con hen suyén & mot sb dbi tuong

Thuong gap di tmg voi aspirin hodc NSAID (xem phén

Réi loan hé mién dich Chong chi dinh).

Chuta 18 Tu?h trang k:ho cl31u nﬁcu chung, ha huyét ap.
phu mach, séc phan vé.

Thifing g Phat Pan, m{é day, lam ning thém mé day
man tinh, ngtia.

Hiém giip Hong ban da dang

Roi loan da va mo
dudi da

Rét hiém gap

Viém da béng nudc (hdi ching Stevens-
Johnson va héi chirng Lyell)

Ban xuét huyét, phan tng nhay cam véi anh

Chua ré , .
sang, phit mach.
Ré6i loan hé thin kinh | Chua 1o Chéng mat
R6i loan tai va mé - g
) Chua ro Chéng mat, u tai

nhi

R6i loan than va tict
niéu

Thuong gép

Viém bang quang

Chua r6

Suy than cép & bénh nhin c6 cac yéu td
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H¢ co quan Tin suit Tie dung khéng mong mudn

nguy co (xem phan Canh bdo va théin trong
khi ding thuéc)

Tén thuong than do chit hitu co c6 thé din
dén suy than C-ép tinh, céc trudng hgp riéng
biét cha viém thén k&, hoai tir éng thén cip
tinh, hdi chimg than hu, hoai tir nhu than da
duoe bao cdo.

Réi loan tiét niéu (dau bang quang, tiéu kho
va tiéu budt), hodc ¢6 thé tiéu ra mau. Cac
trromg hop nghiém trong dd duge bao cdo,
dac biét khi tiép tuc diéu tri. Nhimg réi loan
nay c6 thé phuc hdi khi ngimg diéu tri.

Truong hop khéc:

Cac bién chimg nhiém tring nghiém trong
trén da va md mém trong khi méic bénh thuy
dau (xem phén Canh bdo va than trong khi
dimg thuic)

Thuong gap Xét nghiém gan bét thuong

Réi loan chuyén hoa Gift nude, tang kali mdu (xem phin Cdnh
va dinh duéne B bdo va than trong khi dimg thuée va phéan
S Chua rd ; : ;
Tuong tdc, twong ky cua thuoc).
Kéo dai théi gian chay mau
R&i loan mau va hé s ol .1 , . .
: " Chuard (Gidm tiéu cau, thiéu mau do chay mau.

bach huyét

Nguy co huyét khdi tim mach (xem thém phin Canh bdo va thdn trong khi dimg thuoc).
Bdo ¢do ADR

Viée bédo cdo cdc phan tig c6 hai duge nghi ngd cia thube sau khi lwu hanh rat quan
trong, no cho phép theo doi lién tuc ty 1€ gifta loi ich/ rui ro cia thudc. Cac chuyén gia y &
nén duge yéu cdu tién hanh béo céo cac phan ting c6 hai dugc nghi ngdr théng qua hé thong
béo céo qubc gia vé thong tin thude va theo dai phan tmg ¢6 hai cta thube (Trung tim DI
& ADR Qubc gia).

Thang bio ngay cho bic si hodc dwpe si nhitng phan dng co hai gap phai khi sic dung
thuoc.

QUA LIEU VA CACH XU TRi
Trong trudmg hop ngd ddc nghiém trong, nguy co chi yéu xay ra & dudng tidu hoa.

Céan chuyén ngay bénh nhan dén bénh vién.

11
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Nhanh chéng rira da day dé dua san pham ra ngoai.

Tién hanh diéu tri triéu chimg.

PAC TINH DUQC LUC HQC

Nhém dwge Iy: Nhdm chéng viém khong steroid (NSAID)
Mia ATC: MO1AE1L1

Acid tiaprofenic Ia mét loai thudc chong viém khdng steroid, thudc nhém propionic, co
nguon goc tir acid aryl-carboxylic.

Acid tiaprofenic ¢ tac dung giam dau, ha sot va chong viém va (e ché chitc nang tiéu cau.
Tat ca nhitng dac tinh nay lién quan dén su trc ché tong hop prostaglandin.

PAC TINH DUQC PONG HQC
Hip thu

Acid tiaprofenic hép thu chu yéu qua ta trang mdt cach nhanh chong, va dat ndng dé dinh
(Cmax) trong vong 40 phut dén 2 gio sau khi uong.

Phan b

Théi gian ban thai thay déi tir 1,5 — 2,5 git, khong phu thude vao lidu ding.
Acid tiaprofenic hodc c4c chit chuyén héa ciia né phén b réng khap co thé.
C6 thé qua dugc nhau thai va phin bd duoce vao sita me véi mot lugng nhd.

Ty 1é thude gan véi protein huyét twong khoang 98%.

Chuyén héa

Cd hai chét chuyén héa chinh 9hiém khoang 10% bai tiét nude tiéu va cd hoat tinh dugc 1y
thap. Hop chat goc duoc bai tiét chu yéu & dang acylglucuronid.

Thai trir
Acid tiaprofenic thai trir qua than. Khéng c6 su tich lfiy sau khi ubng mét hodc nhiéu liéu

acid tiaprofenic & nhitng déi tuong ¢6 chire nang than binh thuomg. O nhitng dbi twong cd
do thanh thai creatinine < 30 ml/phit, thdi gian ban thai tang 1én 4 — 5 gid.

QUY CACH BONG GOI1
Vi AVAL Hép 1 vi x 10 vién nén kém theo t& huéng dén st dung.
Vi AVAL Hop 2 vi * 10 vién nén kém theo t& hudng dan sir dung.
Vi AVAL Hop 3 vi x 10 vién nén kém theo t& huéng dén st dung,
Vi AIAL Hop 5 vi x 10 vién nén kém theo to hudng dan str dung.
Vi AI/AL Hop 10 vi x 10 vién nén kém theo t& hudéng dan sir dung.
PIEU KIEN BAO QUAN
Bao quan noi khd, dudi 30°C, tranh dnh sang.
HAN DUNG
24 thang ké tir ngay san xuit. Khong ding thude qua thoi han sit dung,
TIEU CHUAN CHAT LUQNG

Tiéu chuan co s0.
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TEN, PIA CHI CUA CO SO SAN XUAT THUOC
Co s san xuat: CONG TY CO PHAN DUQC PHAM BOSTON VIET NAM.

Dia chi: Toa nha sb 2, sé 43, duong s6 8, khu cong nghiép Viét Nam — Singapore,
phuong Binh Hoa, thanh pho Thuén 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 NQI DUNG HUGNG DAN SU DUNG
THUOC

Binh Duong, ngayetd thdang Q5 ndm 2024
TONG GIAM POC
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