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HUONG DAN SU DUNG THUOC
BOSGAM 100/ BOSGAM 200

Thanh phan hoat chit:
Acid tHAPTOTEIIC. ..ceveeeiiiireieee e 100 mg

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

Mbi vién nén BOSGAM 200 c6 chira:
Thanh phdn hoat chit:
BT Ll diciind ) 5701 1 RN RS R RNy 200 mg

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

DANG BAO CHE
Vién nén.
MG td san phim:

BOSGAM 100: Vién nén hinh tron, mau tréng dén tréng nga, hai mat khum tron.

BOSGAM 200: Vién nén hinh tron, mau tréng téi tréng nga, mot mat khum tron, mot mat
khuyét c6 vach, chit B va s6 200.
CHI PINH
Acid tiaprofenic duoc sir dung & ngudi 16n va tré em tir 15 kg (khoang 4 tudi). Pugc chi
dinh trong:
— Piéu tri dai han cac tridu chimg:
+ Viém thip khép man tinh, ké ca viém khop dang thap.
+ Bénh thoai hoa khép gdy dau va mat kha ning lam viéc.
— Diéu tri tridu chung ngén han:
+ Céc con dau cAp tinh cua thoai hda khép, dau thit lung.
+ R6i loan xuwong khép cép tinh sau chin thuong.
— Dau bung kinh nguyén phat;

— Diéu tri triéu chimg dau trong céc trudng hop viém tai miii hong va ring miéng. Trong
chi dinh nay, phai can nhac giita lgi ich giam dau va cac nguy co c¢6 lién quan, dac biét
la nguy co lan rdng cuia nhiém trung boi nhiém.

LIEU DUNG, CACH DUNG
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Liéu ding

Nén diéu tri trong thoi gian ngén nhét véi liéu thép nhét c6 hiéu qua dé giam thiéu téc dung
khong mong mudn do dung thudc (xem phan Canh bdo va thédn trong khi dung thuoc).
Nguwoi lon:

— Liéu tin cong: 200 mg x 3 lan/ngay, hay t6i da 600 mg/ngay.

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

Tre em:

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

— Tréem tir 15 —20 kg (khoang 4 — 6 t}iéi): 50 mg x 3 lan/ngay dén 100 mg x 2 lan/ngay;
hay 150 — 200 mg/ ngay (Po6i vdi li€u dung 50 mg hay 150 mg acid tiaprofenic, chon
ché pham khac c6 dang chia liéu phu hop).

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

Tuéi wdc tinh theo cdn nang dwoc dia ra 6 trén dé tham chiéu nhw mét chi dinh.

Cach dung

Dung duong udng. Udng nguyén vién véi nhiéu nude hodc hoa tan thudc trong mét ly
nude lon.

Nén ding thude trong bita in. Lidu dung duoc chia thanh 2 — 3 1an/ngay.

CHONG CHI PINH

Qué man véi acid tiaprofenic hozic bt ki thanh phin nao cua thube.

Bénh nhén c6 tién sir di ing hodc hen suyén do hodc khéng do acid tiaprofenic hodc cac
thude tuong tu nhu aspirin, thudc khang viém khong steroid (NSAID) khac gay ra.

Phu nit mang thai tir théang thtt 6 cua thai ky (tudn thir 24 tir khi mét kinh) (xem phin Si;
dung thuoc cho phu nit cé thai va cho con bii).

Nguoi co tién sir xuat huyét hodc thung dudng tidu hoa lién quan dén viéc ding thube
NSAID trudge do.

Bénh nhan dgmg hoat déng hoiic c6 tién sir loét da day/xudt huyét tai phat (hai hodc nhiéu
dot xuat huyét hodc chay mau riéng biét da dugc chimg minh).

Suy gan ning, suy thin nang va suy tim ning

Tré em dudi 15 kg twong tmg khoang duéi 4 tudi (do cén sir dung dang bao ché khac phu
hop hon).

CANH BAO VA THAN TRONG KHI DUNG THUOC

Can tranh st dung dong thot acid tiaprofenic véi cac NSAID khac c6 dang bao ché vién
nén, ke ca cac thudce trc ché chon lgc cyclooxygenase 2 (COX-2).

Téc dung khdng mong mudn c6 thé duge giam thiéu bang céch sir dung liéu thip nhét c6
hiéu qua trong thoi gian ngén nhét dé kiém soat céc triéu ching (xem phﬁn Liéu dung, cdch
dung va céc ndi dung “Anh hwong trén hé tiéu héa”, “Anh huang trén tim mach va mach
mdu ndo” bén dudi).

Di tng:
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Bénh nhﬁnﬂ hen suyén, viém mili man tinh, viém xoang man tinh va/hodc polyp miii ¢
nguy co biéu hién di img cao hon khi dung aspirin va/hodc cidc NSAID khic.

Viéc str dung acid tiaprofenic cé thé gdy ra con hen suyén, dic biét & dbi tuwong bénh nhan
di img vé1i aspirin hodc NSAID (xem phan Chong chi dinh).

Ngudi cao tudi:

Cén ding thubc than trong & nhitng bénh nhén cao tudi vi c¢6 nguy co cao xay ra nhig tac
dung khong mong muodn véi NSAID, déac biét 1a tinh trang xuat huyét va thing dudng tiéu
héa c6 thé gay tir vong (xem pan Liéu dung, cdch dung va cac ndi dung bén dudi).

Anh hudng trén hé tiéu héa:

Xuét huyet tiéu hoa, loet hoéc thing duong tiéu héa cé kha nang gay tu vong da dugc bao
céo c6 thé xay ra voi tit ca cac NSAID & bét ky thoi Chem nao trong qua trinh diéu tri, ¢6
hodc khéng cé céc triéu ching canh bao hodc cd tién sit bénh dudng tiéu hoa nghiém
trong.

Nguy co xuat huyét tiéu hoa, loét hodic thung tang 1én theo liéu NSAID & bénh nhan c6 tién
sir loét, diic biét trong trudng hop cb bién chimg nhu xuit huyét hodc thing (xem phan
Chong chi dinh), cling nhu ¢ nguoi cao tudi. O nhing bénh nhén nay, nén duge bit diu
didu trj véi lidu thip nhét c6 thé. Nén can nhic diéu tri két hop véi thube bao vé dudng tiéu
hoéa (nhu misoprostol hoac thudc @e ché bom proton) cho nhiing bénh nhén nay va nhiing
bénh nhan dang diéu tri bang aspirin liéu thip hodc cac thude khac co thé lam tang nguy co
trén duong tiéu hoa (xem céc ndi dung bén dudi va phin Twong tde, twong ky ciia thudc).

Bgnh nhan c6 tién st bénh dudng ti€u hoa, dac biét la bf_:nl} nhan cao tudi can thong bao
bat ky triéu chirng bat thuong nao trén duong ti€u hoa (nhat la xuat huyét tiéu hoa), dac
biét 1a khi bat dau diéu tri.

Than trong khi phéi hop diéu tri acid tiaprofenic voi cac thudc 6 thé lam ting nguy co loét
hodic xuét huyet nhu corticosteroid dudng ubng, thude chong déng mau nhu warfarin,

thuée e ché chon loc tai hap thu serotonin (SSRI), thubc chong két tip tiéu cdu nhu
aspirin hodc nicorandil (xem phan Twong tde, tiwong ky ciia thuéc).

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

O nhitng bénh nhan c6 tién sir bénh dudng tiéu hoa (viém loét dai trang, bénh Crohn), cén
than trong va giam sat chit ché khi sir dung NSAID, do nguy co lam bénh tr¢ nén ning
hon (xem phan Tdc dung khong mong muon cua thudc).

Anh hudng trén tim mach va mach méau nio:

Can gidm sét chit ch& va khuyén cdo diy da khi ding NSAID cho nhimg bénh nhén c6
tién sir tang huyét 4p, suy tim nhe dén trung binh vi NSAID da duoc bdo cdo gy giir nudce
va phu.

Céc nghién citu 1am sang va dir liéu dich t& hoc cho thiy viée st dung mot sé NSAID (dic
biét khi dung liéu cao va trong thoi gian dai) c6 thé lam ting nguy co xuét hién bién cb
huyét khdi tim mach (nhu nhdi mau co tim va dot quy). Hién tai khong c6 da dir lidu dé
loai trir nguy co gia tang nay déi véi acid tiaprofenic.

Bénh nhan ting huyét ap khong kiém soat, suy tim sung huyét, bénh thiéu mau co tim,
bénh déng mach ngoai bién va/hodc tién sir dot quy (bao gdm cé con thiéu méu nio thoang
qua) chi nén diéu tri véi acid tiaprofenic sau khi dénh gid cén than gifta loi ich va nguy co.

ARV JENY
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Céan chu y tuong tu trude khi bat dau diéu tri dai han & nhitng bénh nhan c6 cac yéu t6
nguy co méc bénh tim mach (nhu tang huyét dp, tang lipid méu, ticu dudng hodc hut
thudc).

Tang nguy co bién cb huyét khbi dong mach dd dugc bdo cdo & nhitng bénh nhan dugc
diéu tr1 bang NSAID (khoéng bao gdom aspirin) dé giam dau trudc phau thuét bat cau déng
mach vanh.

Nguy co huyét khoi dong mach:

Céc thude chéng viém khong steroid (NSAIDs), khéng phai aspirin, dung duong toan than,
c6 thé lam ting nguy co xuat hién bién cb huyét khéi tim mach, bao gém ca nhdi mau co
tim va dot quy, co thé din dén tir vong. Nguy co nay c6 thé xuét hién sém trong vai tudn
dau dung thuoc va cd thé tang 1én theo thoi gian dung thuoe. Nguy co huyét khoi tim mach
duoc ghi nhéan chui yéu ¢ liéu cao.

Béc si cin danh gia dinh ky su xuét hién cta cac bién ¢b tim mach, ngay ca khi bénh nhan
khong c6 cac triéu chung tim mach trudc do. Bénh nhan can dugce canh bao vé cac triéu
chimg cua bién cd tim mach nghiém trong va can tham kham bac si ngay khi xuét hién cac
tri¢u chiing nay.

Dé giam thiéu nguy co xuét hién bién ¢ bat loi, cin sir dung acid tiaprofenic ¢ lidu hang
ngay thap nhat c¢6 hiéu qua trong thoi gian ngan nhat c6 the.

Anh huéng trén da:

Céac phan tng trén da nghiém trong, mdt sb gdy tir vong, bao gém viém da tréc vay, hoi
chung Stevens-Johnson va hoi ching hoai tir bi€u bi nhiém ddc (Lyell) da duoc bio céo
khi diéu tri bang NSAID, tuy rat hiem (xem phan 7dc dung khéng mong muon cua thudéc).

Tén suét xudt hién cua tac dung c6 hai nay duong nhu cao hon trong giai doan bat dau diéu
tri, hau hét cdc thoi diém khai phat 1a trong thang diéu tri dau tién.

Néu thay xuét hién cac triéu chimg nhu phat ban da, t6n thwong niém mac hodc bit ky déu
hiéu qua man nao can ngung dung acid tiaprofenic ngay 14p tic.

Cac NSAID thong qua tre ché tac dong gidn mach ctia prostaglandin than, c6 thé gay ra suy
than do gidm lgc cau than. Tac dung c6 hai nay phu thudc liéu lugng.

Khi bit ddu diéu tri hodc sau khi tang heu khuyén cdo theo dbi bai niéu va chirc nang thin
& cac dbi tuong bénh nhan c6 cac yéu td nguy co sau:

+ Nguoi cao tudi

+ Sir dung céc loai thube: thude trc ché men chuyén, thubc nhém -sartan, thube loi tiéu
(xem phan Twong tdc, tuong ky cua thuoc)

+ Giam thé tich mau bit ké nguyén nhan nao
+ Suy tim

+ Suy than man tinh

+ Hoi ching than hu

+ Bénh lupus ban do

+ Xo gan mét bu

Gilt nudce va natri:
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Acid tiaprofenic c6 thé gdy giit mudi va nuéc din dén phu né, ting huyét 4p, lam trAm
trong thém tinh trang suy tim. Can theo d&i 14m sing cic trudng hop bénh nhan ting huyét
ap hodc suy tim tir khi bat dau diéu tri. Acid tiaprofenic ¢6 thé lam giam tic dung cia
thude diéu tri ting huyét ap (xem phan Twong tdc, twong ky thuoc).

Tang kali mau:

Tang kali mau do bénh tiéu duong hoidc dimg tiaprofenic dong thiri voi cac thude ting kali
mau (xem phan Tuwong tdc, tuong ky thuoc). Can theo doi thuong xuyén nong do kali huyét
thanh trong nhiing trudng hop nay.

Anh huéng trén tiét niéu va bang quang:

Neéu xay ra céac triéu chirng tiét niéu hodc viém bang quang, can ngiing ngay diéu tri bang
acid tiaprofenic.

Than trong khi sir dung:

Gidng v6i cdc thuéc NSAID khac, acid tiaprofenic trc ché qua trinh téng hop
cyclooxygenase va prostaglandin, c6 thé 1am giam kha nang sinh san. Khong khuyén cédo
dung cho phu nit dang ¢6 y dinh mang thai. O nhiing phu nit kho thu thai hodc dang dugc
kiém tra chtrc ning sinh san, cdn xem xét viéc ngimg diéu tri bing NSAID.

Tang nguy co rung tAm nhi da duoc bao céo khi didu tri bang NSAID.

Thay ddu 6 thé 12 nguyén nhan gy ra céc bién chimg nhidm tring nghiém trong trén da
va md6 mém. Cho dén nay, khéng thé loai trir ‘nguy co cia NSAID trong viéc lam trAm
trong thém cac bénh nhiém tring nay. Do d6, cin than trong tranh sir dung acid tiaprofenic
trong trudng hop bénh thiy dau (xem phin Tde dung khéng mong muén cia thuoc).

Cén than khi ding acid tiaprofenic trong cdc bénh nhiém tring hay cé nguy co nhiém trung
cho du dugrc kiém soat tot do thudc ¢6 kha ndng lam giam stre dé khang tu nhién cua co thé
chong lai nhiém trung va/hodc che khuat cac dau hiéu thong thuong ctia sy nhiém trung.

Ngung diéu tri khi ¢6 ban mun nuéc (xem phin Tde dung khong mong muén cia thuéc).
C6 thé ding dang bao ché khéc phit hop hon cta acid tiaprofenic.

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

Phu ni¥ c6 thai

NSAID tic ché tong hop prostaglandin c6 thé anh hudng dén thai ky va/hodc su phat trién
cua phoi thai hodc thai nhi.

Nguy co khi sir dung thude trong 3 thang diu cua thai ky:

Dit liéu tir cac nghién ctru dich t& hoc cho thiy ting nguy co say thai, di tat tim va tat nit
bung sau khi str dung chét trc ché téng hop prostaglandin trong giai doan dau cia thai k.
Nguy co tuyét dbi cho di tat tim mach da tang tir dudi 1% lén t6i khoang 1,5% & nhiing
nguoi su dung NSAID. Nguy co duge cho la téng theo lidu luong va thoi gian didu tri. O
dong vat, viéc st dung chét trc ché téng hop prostaglandin cho thdy din dén tang nguy co
thit bai trudc va sau cay phoi va gy chét phdi thai. Ngoai ra, su gia ting ty 16 mic cac di
tat khac nhau, bao gém ca tim mach, da duoc bao cdo ¢ dong vat dugce cho dung chit e
ché t6ng hop prostaglandin trong giai doan hinh thanh cdc co quan ciia thai nhi.

Neuy co khi sit dung thudc tir tudn thit 12 tir khi mét kinh dén khi sinh:

Tuén thi 12 tir khi mat kinh cho dén khi sinh, t4t ci cac NSAID tc ché tong hop
prostaglandin cé thé gy suy gidm chirc ndng than cho thai nhi:

“\ou
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+ T tuan thir 12 tir khi mét kinh, trong tir cung, co thé quan sat thdy (bat dau bai niéu &
thai nhi): thiéu 6i (c6 thé xay ra ngay sau khi bét dau diéu tri va thu’orng hoi phuc khi ngimg
diéu tri), tham chi khong c6 nuée i, dic biét 1a khi thoi gian phoi nhidm kéo dai.

+ Sau khi sinh, suy thén (c6 thé hoi phuc hoic khéng) c6 thé kéo dai, ddc biét trong truong
hop phoi nhiém mudn va kéo dai (nguy co tang kali mau mudn nghiém trong).

Co that é‘ng dong mach c6 thé xay ra trong 3 thang gifta cua thai ky (thuong hdi phuc khi
ngung dicu tri).

Nguy co khi st dung thudc sau tudn thir 24 tir khi mat kinh va dén khi sinh:

Sau tudn thir 24 tir khi méat kinh, NSAID c6 thé gay doc tinh trén tim phdi cho thai nhi (voi
su déng cira som 6ng dong mach va tang huyét 4p dong mach phdi) va din dén suy tim
phai ¢ thai nhi hodc tré so sinh hodc tham chi thai chét trong tir cung. Rui ro nay cang cao
hon khi sir dung thubc cang gan lic sinh (do it ¢6 kha niang hdi phuc hon). Anh huong nay
c6 thé xay ra ngay ca voi 1 14n st dung.

Vao cudi thai kv, noudi me va tré so sinh cé thé xuét hién:

Kéo dai thoi gian chay mau do tic dung chéng két tap c6 thé xay ra ngay ca sau khi dung
thuoc vai lieu lugng rat thap;

Uc ché co bop tir cung din dén chuyén da cham hoic kéo dai.

Do dé:

Trir khi thuc su cin thiét‘, khong nén ké don }huéc ndy cho phy nit dang ¢ y dinh mang
thai hodc trong 5 thang déu cua thai ky (24 tuan dau tir khi mat kinh). Neu dung thuoc cho

phu nit muon mang thai hodc dang mang thai du6i 6 thang, nén dung lidu cang thap cang
tbt va thoi gian diéu tri cang ngén cang t6t. Ding thude kéo dai khong dwoc khuyén céo.

Tir tudn thir 20 tir khi mét kinh can theo dai chirc nang tim va than. Néu thidu 8i hodc déng
ong dong mach xay ra, nén nging diéu tri bang acid tiaprofenic.

Tir dAu thang thi 6 thai ky (sau tudn thir 24 tir khi mit kinh): chdng chi dinh dung thude
nay, ké ca ding véi tan sudt thép. Viéc sir dung khong chi y ké tir ngdy nay, cin dugce theo
ddi chirc ndng tim va thén cua thai nhi va/hodc tré so sinh tuy thudce vao thoi gian phoi
nhiém. Thoi gian theo d&i s& duoc didu chinh theo thoi gian ban thai cua thudc.

Phu nir cho con bu

Céc NSAID bai tiét vao sira me, do d6 thube nay khong duge khuyén cdo dimg cho phu nit
cho con bu.

Kha ning sinh sin

Gidng nhu cac NSAID khéc, viée sit dung acid tiaprofenic ¢6 thé lam giam kha nang sinh
san ¢ nit gioi do dnh hudng dén qua trinh rung trimg; do do khong duogc khuyén cdo cho
nhimg phy nir cd gang thu thai. O nhimg phu nir gap kho khén trong viéc thu thai hogc
dang kiém tra chirc ning sinh san, nén cén nhéc viéc ngimg diéu tri.

ANH HUONG CUA THUOC LEEN KHA NANG LAI XE, VAN HANH MAY MOC
Canh bao véi bénh nhén vé& nguy co bi chéng mit.

TUONG TAC, TUONG KY CUA THUOC

Twong tic ciia thuoc

Nguy co lién quan dén tang kali mau:
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Mot sb loai thuoc hodc nhém diéu tri c6 kha néng thic déy xuét hién tang kali mdu: Mubi
kali, thube loi tiéu tang kali mau, thube @c ché men chuyén, thudc déi khang thu thé
angiotensin II, thubc chéng viém khéng steroid, heparin (trong lwong phan tir thdp hoic
khong phan doan), thude e ché mién dich nhu ciclosporin hodc tacrolimus, trimethoprim.
Su két hop cua cac loai thude nay lam ting nguy co ting kali mau. Nguy co nay dic biét
cao voi thude loi tiéu giir kali, dic biét khi ching dugc két hop v6i nhau hodc voi mudi
kali. Trong khi sy két hop giita thudc e ché men chuyén va thubc chéng viém khong
steroid ¢6 nguy co ting kali mau thap hon, dam bao céc bién phap phong ngira khuyén co
duoc thuc hién.

Dé biét céc rui ro va mie dd twong tac cu thé doi véi thude tang kali mau, nén tham khao
cdc tuong tac cu thé cua timg thudc.

Tuy nhién, mdt sé thude nhu trimethoprim, khong phai 1a thuc giy tuong tac cu thé lién
quan dén nguy co tang kali mau. Tuy nhién, ching c6 thé déng vai tro 1a yéu t& gép phan
khi két hop voi cac loai thude khédc nhu da dé cép & trén.

Viée sir dung déng thoi acid tiaprofenic v6i cac thude ké trén, cin phai theo dai chit ché
tinh trang 1am sang va sinh hoc ctia bénh nhan.

Khong khuyén cao phéi hop:
— Cic thude NSAID khic:

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

— Aspirin & liéu chéng viém (> 1 g/liéu va/hodic > 3 g/ngay), va & lidu gidm dau hoic
ha sot (= 500 mg/lieu va/hoiic < 3 g/ngay)

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

— Thubc chéng déng mau: Thude khing vitamin K (nhw warfarin), thubc e ché
thrombin (nhw dabigatran), thuoc e ché truc tiép yéu to Xa (nhw apixaban,
rivaroxaban, edoxaban)

+ Tang nguy co chay mau do thudc chdng déng.

+ Néu bat budc dung két hop céc thubc nay, cin phai theo dbi chit ché tinh trang 1am
sang hoac ca tinh trang sinh hoc ctia bénh nhéan.

— Heparin khong phin doan, heparin trong hrong phin tir thip (¢ liu didu tri
va/hoiic 6 nguoi cao tudi)

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

+ Néu bét budc diung két hop céc thude nay, phai theo ddi tinh trang 1dam sang chit ché.
— Lithi

+ Tang ndng dd lithi huyét co thé dat dén gia tri gdy doc (giam bai tiét lithi qua than).

+ Néu bét budc ding két hop cac thubc nay, phai theo ddi chat ché ndng d lithi va dicu
chinh liéu luong lithi trong qua trinh két hop va sau khi ngtrng NSAID.

— Methotrexat (ding véi liéu > 20 mg/tuﬁn)

+ Tang doc tinh trén mau cua methotrexat (giam d§ thanh thai methotrexat & than do
thudce chong viém).

— Pemetrexed (bénh nhin c¢é chic niing thin tir thip dén trung binh, dd thanh thai
creatinin trong khoang 45 — 80 ml/phit)

HT )l W &R O 9 Z ||l
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Nguy co tang doc tinh ctia pemetrexed (giam do thanh thai qua thin ctia NSAID).

Thén trong khi phéi hop:

+

+

+

Thudc d6i khang thu thé angiotensin IT

Suy than cdp & bénh nhan ¢6 nguy co (ngudi cao tudi va/hodc dbi tugng mét nude, didu
tri két hop v6i thude loi tidu, suy giam chie nang than) do giam loc cau thin (NSAID
{rc ché gian mach qua trung gian prostaglandin). Nhimng tic dong nay thuong hdi phuc.
Hon nita, con giam tac dung ha huyét ap.

Bu nuéce cho bénh nhén va theo dai chite ning than khi bat dau didu tri va thudng xuyén
trong qua trinh phoi hop.

Thudc loi tiéu

Suy thén c‘ép 0 bénh nhan c6 nguy co (ngudi cao tudi vashodc ddi tugng mét nudce) do
giam loc cau than (NSAID trc ché gian mach qua trung gian prostaglandin).

Giam tac dung ha huyét 4p.
Bu nuée cho bénh nhén va theo ddi chirc ning than khi bit ddu diéu tri.
Thudc trc ché men chuyén

Suy than cip & bénh nhan ¢ nguy co (ngudi cao tudi vahoic dbi tugng mat nude khi
diung thudc loi ti€u, suy giam chirc ndng than) do giam loc cau thdn (NSAID tc ché
gidn mach qua trung gian prostaglandin).

Nhiing tic dong nay thudmg héi phuc. Hon nita, con giam tac dung ha huyét ap.

B nuéce cho bénh nhan va theo dai chite ning than khi bat dau didu tri va thudng xuyén
trong qué trinh phoi hop.

Methotrexate ding liéu thip (< 20 mg/tuén)

Tang doc tinh trén mau ctia methotrexate (giam do thanh thai methotrexate ¢ than do
thudc chong viém).

Kiém tra cong thirc mau hang tudn trong nhing tudn dau tién dung phéi hop. Tang
cudng giam sat trong truong hop suy giam (thdm chi nhe) chitc ndng than va nguoi cao
tudi.

Nicorandil

0 nhimg bénh nhén dung nicorandil va NSAID ddng thoi, & phong ngira tim mach
hodc & liéu chéng viém, nguy co ting bién ching nghiém trong nhu loét, thung va xuét
huyét dudng tiéu hoa (xem phin Canh bdo va thdn trong khi dimg thuéc).

Pemetrexed (& bénh nhén c6 chirc nang thin binh thwong)

Nguy co tang ddc tinh clia pemetrexed (giam dd thanh thai qua than cua NSAID). Theo
dai sinh hoc chire ndng than.

Ciclosporin, tacrolimus
Nguy co tdc dung phu gy doc cho than, ddc biét & ngudi cao tudi.
Theo dbi chire ning thin khi bit diu diéu tri bang NSAID.

Luwu v khi phdi hop:
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— Aspirin & liéu chéng két tip tiéu ciu (tir 50 — 375 mg mbi ngay/1 hoic nhiéu lidu).
+ Téng nguy co loét va chay mau duong tiéu hoa.
— Glucocorticoid (trir hydrocortison trong diéu tri thay thé)

+ Tang nguy co loét va chay méau duong tiéu héa (xem phan Cdnh bdo vé thén trong khi
dung thudc).

— Thudc chéng két tap tiéu ciu

+ Tang nguy co chay mau dudng tiéu hoa (xem phdn Canh bdo va thdn trong khi dimg
thuoc).

— Thude e ché tai hip thu chon loc serotonin (SSRIs)

+ Tang nguy co chiay mau duong tidu hoa (xem phan Canh bdo va thdn trong khi dimg
thuéc).

— Heparin khong phan doan, heparin trong lwong phén tir thip (liéu phong ngira)
+ Téng nguy co chay mau.
— Thubc chen béta (trir esmolol)

+ Giam tac dung ha huyét 4p (NSAID trc ché gidn mach qua trung gian prostaglandin, gifr
nude va natri bang phenylbutazon).

— Deferasirox

+ Téng nguy co loét va chay mau duong tiéu hoa.
— Thudc ting kali mau khéc

+ Nguy co tang kali mau, c6 kha ndng gay tir vong.
— Pentoxifylin

+ Téang nguy co chady méau. Thén trong khi sir dung.
— Tenofovir disoproxil

+ Nguy co tang ddc tinh trén than cta tenofovir.
Twong ky ciia thudc

Do khong ¢6 céc nghién ctru vé tinh twong ky cta thude, khéng tron 1an thude nay véi céc
thuodc khac.

TAC DUNG KHONG MONG MUON CUA THUOC

Céc nghién ctru 14m sang va dir li¢u dich t& hoc cho thdy viéc sir dung mét s6 NSAID (dic
biét khi str dung ¢ liéu cao va trong thoi gian dai) c6 the lam tang nhe nguy co bi€n ¢o
huyét khoi dong mach (nhu nh6i mau co tim hodc tai bién mach mau néo) (xem phéan Canh
bdo va thdn trong khi dimg thuoc).

Tén suét duoc phén loai nhw sau: Rét thuong 2dp (ADR = 1/10), thudng gap (1/10 > ADR
> 1/100), it gép (1/100 > ADR > 1/1000), hiém gép (1/1000 > ADR = 1/10000), rat hiem
gip (ADR < 1/10000), chua & (khéng thé udce tinh tir nhitng di liéu c6 san).

Céc thong tin dudi diy duogc thu thap dua trén cac nghién ctru 1am sang va qua trinh thude
Ivu hanh trén thi trudng.

o dca it
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Heé co quan Tén suét Tée dung khéng mong mudn
Rét thuong gip | Pau bung
. . Budn ndn, ndn, kho tiéu, tiéu chay, tao bon,
Thuong gap = "
viém da day
Pay hoi, viém loét miéng, phan den, non ra
méu, 1am trAm trong thém bénh viém truc
N trang hoic bénh Crohn (xem phin Cdnh bdo
Roi loan tiéu hoa va thén trong khi dimg thudc).
. Nhitng rbi loan tiéu hda nay da duoc béo cdo
Chua ro x g
sau khi dung NSAID.
Loét da day, thung hodc xuét huyét tiéu héa,
c6 thé dan dén tir vong, dac biét & ngudi cao
tudi (xem phan Canh bdo va than trong khi
diing thuoc).
Tang huyét ap, nhip tim nhanh, dau ngue, rdi
Hiém gip loan nhip tim, danh tréng nguc, ha huyét ap,
R6i loan tim mach suy tim sung huyet.
Chua 16 P%u‘l, té.ng Ahuy.e"':‘[ ?.p va suy tim da duoc bao
cdo khi diéu tri bang NSAID.
Khoi phat con hen suyén & mot s dbi tuong
Thuong gap di ting véi aspirin hoic NSAID (xem phén
Réi loan hé mién dich Chong chi dinh).
Chua 16 Th?h trang kjlé clfiu nﬂéi chung, ha huyét ap,
phu mach, soc phan vé.
Thisdiig gip Phét ‘t’)an, mt:% day, lam ning thém mé day
man tinh, ngta.
Hiém gip Hong ban da dang
dROI .ltzlan cad Rét hidm o Viém da bong nuée (hdi ching Stevens-
e &P Johnson va hdi chiing Lyell)
Chua 16 B’an xué‘f huyét, phan tmg nhay cam véi anh
sang, phu mach.
R&i loan hé than kinh | Chua rd Choéng mat
R&i loan tai va mé
0~1 Pl faL VA Chua 16 Chéng mat, u tai
nhi
Ri loan than va tiét | Thuong gap Viém bang quang
ni¢u Chua r6 Suy thin cdp ¢ bénh nhan c6 cac yéu tb
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Hg¢ co quan Tén suit Téc dung khéng mong mudn

nguy co (xem phan Canh bdo va thdn trong
khi dimg thuéc)

Tén thuong than do chat hitu co ¢6 thé din
dén suy than cép tinh, cdc trudong hop riéng
biét cua viém than k&, hoai tir éng than cép
tinh, h¢i chimg than hu, hoai tir nhd than da
duoc bao céo.

Réi loan tiét niéu (dau bang quang, tiéu kho
va tiéu bubt), hodc c6 thé tiéu ra mau. Céc
truong hop nghiém trong da dugce bao céo,
dac biét khi tiép tuc diéu trj. Nhiing 16i loan
nay c6 thé phuc hdi khi ngimg diéu tri.

Truong hop khéc:

Céc bién chimg nhiém tring nghiém trong
trén da va mé mém trong khi méc bénh thiy
dau (xem phan Cdnh bdo va thdn trong khi
dimg thuée)

Thuong gap Xét nghiém gan bat thuong

Réi Toan chuyln hoa Giit nuéc, tang kali mau (xem phdn Cdnh
va dinh dudng bdo va thdn trong khi dung thuée va phan
Chua ro . . J
Tuong tdc, tuong ky cua thuoc).

Keéo dai thoi gian chay mau

R0O1 loan mau va hé

. Chua o Giam tiéu cau, thiéu mau do chay mau.
bach huyét

Nguy co huyét khéi tim mach (xem thém phan Cdnh bdo va than trong khi dimg thudc).
Bdo cio ADR

Viée bao céo cic phan tmg c6 hai dwoc nghi ngd cta thude sau khi Ivu hanh rat quan
trong, né cho phép theo ddi lién tuc ty 18 gifta loi ich/ rui ro cia thubce. Cac chuyén gia y té
nén duge yéu cau tién hanh bao cdo cac phan tmg c6 hai duoc nghi ngdr thong qua hé thng
bao cdo qudc gia vé thong tin thudce va theo ddi phan tng c6 hai cua thudc (Trung tim DI
& ADR Qubc gia).

Théng bdao ngay cho bdc si hodc dwoc si nhitng phdan vwng co hai gdp phdi khi siv dung
thuoc.

QUA LIEU VA CACH XU TRi

Trong truomg hop ngd doc nghiém trong, nguy co chil yéu xay ra & dudng tiéu hoa.

Can chuyén ngay bénh nhan dén bénh vién.

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

Tién hanh diéu trj triéu chimg.

PAC TINH DUQC LUC HQOC

Nhém dwge Iy: Nhém chéng viém khong steroid (NSAID)
Mid ATC: MO1AE11

Acid tiaprofenic la mot loai thuc chdng viém khong steroid, thudc nhém propionic, cé
ngudn gdc tir acid aryl-carboxylic.

Acid tiaprofenic ¢6 tac dung giam dau, ha sét va chong viém va tic ché chirc nang tiéu cau.
Tét ca nhiing dac tinh nay lién quan dén su G ché tong hop prostaglandin.

PAC TINH DUQC PONG HOC
Hép thu

Acid tiaprofenic hap thu chu yéu qua ta trang mot cach nhanh chéng, va dat ndng do dinh
(Cmax) trong vong 40 phut dén 2 gic sau khi uong.

Phén bb

Thoi gian ban thai thay dbitir 1,5-2.5 gi0, khong phu thudc vao liéu dung.
Acid tiaprofenic hoiic céc chit chuyén hoa ciia né phan bd rong khip co thé.
Co6 thé qua duoc nhau thai va phén bd duge vao sita me véi mot luong nho.

Ty 18 thubc gin véi protein huyét trong khoang 98%.

Chuyén hoa

C6 hai chét chuyen héa chinh chlem khoang 10% bai tiét nude tiéu va c6 hoat tinh duoc ly
thap. Hop chét gbc duge bai tiét chu yéu & dang acylglucuronid.

Thai truw

Acid tiaprofenic thai trir qua than. Khong c6 su tich llly sau khi uong mdét hodc nhiéu liéu
acid tiaprofenic & nhitng d6i tugng c6 chirc ning than binh thudomg. O nhimg dbi tugng céd
do thanh thai creatinine < 30 ml/phut, thot gian ban thai ting 1én 4 — 5 gio.

QUY CACH PONG GOI
Vi A/AL Hop 1 vi x 10 vién nén kém theo t& huéng dan sir dung.
Vi AI/AL Hop 2 vi x 10 vién nén kém theo t& huéng dan sir dung.
Vi AVAL Hop 3 vi x 10 vién nén kém theo t& huéng dén st dung.
Vi AI/AL Hop 5 vi x 10 vién nén kém theo t& hudng dan sir dung.
Vi Al/AL Hop 10 vi x 10 vién nén kém theo to huéng dan sir dung.
PILU KIEN BAO QUAN
Bao quan not kho, dudi 30°C, tranh anh sang.
HAN DUNG
24 thang ké tir ngay san xuét. Khong dung thubc qud thoi han st dung.
TIEU CHUAN CHAT LUQNG

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

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

bién 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

Binh Duong, ngay (5 thang 0¥ nam 2024
TONG GIAM POC
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