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THANH PHAN: M&i vién nén chua:
Acid tiaprofenic........ 100 mg
Ta duoc vira da 1 vién nén.

CHI DINH, CHONG CHi DINH, CACH DUNG

VA CAC THONG TIN KHAC:

Xin doc trong to huéng dan st dung.

DE XA TAM TAY TRE EM.
DOC KY HUONG DAN SU DUNG
TRUGC KHI DUNG.

San xudat tai:
Cong Ty CPDP IMEXPHARM

BAO QUAN DUOI 30°C, TRANH AM VA

ANH SANG s6 4, duong 30/4, phuong 1,

TP. Cao Lanh, tinh Béng Thap, VN.
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i SUNIGAM 100

Vién nén

Acid tiaprofenic 100 mg

Hop 3 vix 10 vién nén

SUNIGAM® 100

Tiaprofenic acid 100 mg
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G DAN SU DUNG: (Néi dung gom 03 trang)

AM®100

o wéng din strdung trwdc khidung.

- Dexatimtaytréem.

» Thong bao ngay cho béc si hodc dwgce s nhirng tac dung khéng mong
muén gip phaikhi sty dung thuéc.

» Thudcbéantheo don.

HUONG DAN SU DUNG THUOC CHO NGU'OI BENH
THANHPHAN:
Maivién nén chira:
ACIH UAPTOFBIIC. .vvvnsaresscmsssnssososnsssmsnssnsissasisysnsssusissssisasssisiossesisssssinssssisssnss 100mg
Ta dugc: Tinh bdt bép, Cellulose vi tinh thé, Lycatab PGS, Natri starch glycolat,
Natrilauryl sulfat, Magnesi stearat, Colloidal anhydrous silica.

MOTASANPHAM:

Vién nén tron, mau trang, mét mat tron, mét méat c6 vach ngang, canh va thanh

viénnguyénven.

QUY CACHBONG GOI:

Hp 03 vi x 10 vién nén.

THUOC DUNG CHO BENH Gi:

Thude duge diing cho ngudi I va tré em trén 15 kg dé giam dau va viém trong

cactrudong hop sau:

- Réiloan co xwong va khép nhu: viém khop dang thap, viém xuong khop, thoai
héa dotséng cieng khép, viém cdt sdng dinh khép.

- Réiloanquanh khép nhu: viém xo, viém bao hoat djch.

- Viém mém 13i cau va viém cac mé mém khac, bong gan va cang co.

- Dauthatlwng, dau va viém sau phau thuat.

- Cacténthuong mé mémkhac.

NENDUNG THUOC NAY NHU' THE NAO VA LIEU LUQNG:

- Cachdung:

+ Uéng thudc véi nhidu nudrc, co thé ubng trong hodc sau bira an va chia thanh
2-3lantrong ngay.

+ Bénh nhan nén dung thudc theo hwdng din clia bac si. Néu chwa hidu rd vé
céach dung thuéc, bénh nhan can hilai bac st dé dwoc tw van cy thé hon.

- Lidulwegng:

« Nguoilén:

+ Lidutan céng: 200 mg/14n, 314n/ ngay. Lidu téi da 600 mg/ ngay.

+ Liduduytri: 300 -400 mg/ ngay.

« Tréemtrén 15kg: uéng 10 mg/ kg/ ngay.

+ Tréemtlr 15-20kg: 100 mg/Ian, 214n/ ngay.

+ Tréemtwr 20 -30kg: 100 mg/1an, 2 - 31an/ ngay.

+ Tréemtlr 30kgtrd 1&n: 100 mg/I1an, 31an/ ngay.

« Nguoigia:

+ Dung thuée than trong cho nhi¥ng bénh nhan Ién tudi vi nguy co cao xay ra
nhirng tac dyng khéng mong mudn. Can dung liéu thap nhét cé hiéu qua trong
thei gian ngan nhét va phai theo dai thwdng xuyén tinh trang chay mau duong
tiéu hoa khi bt ddu diéu trj véi NSAID.

+ Trong trudng hop bénh nhan bj suy than, gan hoéc tim, nén dung liéu cang
thdp cang tot. Lidu khuyén céo cho cac déi twong nay la 200 mg/ 1an,
214n/ngay.

KHINAO KHONG NEN DUNG THUOC NAY:

Bénh nhankhéng dugc ding thubc nay néu:

- Djrng véiacid tiaprofenic hodc bat ky thanh phan nao cta thubc.

- Ngudi c6 tién st dj (rng (hen phé quan, viém mi, phit mach, ndi mé day) voi
céacthubcibuprofen, aspirin va cac thuéc chéng viém khang steroid khac.

- Nguiloét da day, ta trang tién trién hay cé tién st xuat huyét tiéu hoa lién quan
denviécdung thubéc NSAID trudc do.

- Nguoibi suy tim (’ mau, suy than ndng hodc suy ganndng.

- Ngudibénh cé trigu chirng hodc dang bi bénh vé bang quang, tién ligt tuyén.

- Nguoicotién strrdiloan dwdng tiét nigu tai phat.

- Phyn(r mang thai.

- Tréemdudi15kg.

TAC DUNG KHONG MONG MUON:

Sunigam cé thé gay ra mét s6 tac dung khéng mong muén méc du khéng phai

bénh nhan nao cling gap phai. Bénh nhan cn thong b4o ngay cho bac st khi thay

xuéthién mottrong cac triéu chirng sau:

- Duwong tiéu héa: gdbm céc tridu chirng nhw khé tiéu, budn ndn, nén, dau bung/
dau byng trén, tiéu phan den, ndn ra mau, chan &n, ¢ néng, rdi loan dudng rudt
(dAy hoi, tiéu chay, tdo bon), viém da day, viém loét miéng, dot cAp clia viém dai
trang, bénh Crohn, viémtuy.

Da cb bao cao vé cac tredng hop loét da day ta trang, xuét huyét tiéu hoa tiém

tang hoac tién trién, dac biétla & ngudigia va cé thé dan déntirvong.

- Davamé dwdi da: phat ban, ndi mé day, ngtra, ban xuét huyét, rung téc, héng
ban da dang va viém da bong nuéc (hdi chirng Stevens-Johnson hodc hoai tlr
biéu bi nhiém doc), phan (rng nhay cdm anh sang.

_ Hé théng mién djch: phan (rng qua man da dugc bao céo sau khi diéu trj voi
thuéc NSAID. Cac phan (rng dj (rng khéng dac higu, bénh hen spyén, dacbiétla
& cac déi twong dj (rng voi aspirin va cac NSAID khéc, co thét phé quan, kho
thd, phitmach, sé¢ phan vé cling da dugc bao céo.

- Mé&u va hé bach huyét: gidm tiéu cAu, kéo dai thoi gian chdy mau, thiéu mau do
xuéthuyét.

— Tiéndinh éc tai: chong mét, hoa mét, U tai va budn ngu.

- Héthan kinh trung wong: nhirc dau.

_ Duwong tiét nigu: dau hoac viem bang quang, tiéu kho, tiéu rat, tiéu ra mau, gitr
nwécvamudi, viém than ké, hoi chirng than hw, suy than.

- Gan-mdt. viémgan, vangda.

Cactac dung phy da dugc bao cao nhing khdng cy thé véi acid tiaprofenic la:

- Hé than kinh thj gidc: viém day than kinh thj giac, réi loan thj giac.

- Coxwong va mé lién két. djcam.

- Thén kinh: trAm c&m, 10 14n, 4o gidc. Cac bao céo ctia bénh viém mang nao vé
khuén (dac biét Ia & nhirng bénh nhan c6 réi loan hé théng ty mién nhw lupus
ban dd hé théng, bénh md lién két hdn hep), véi cac trigu chirng nhw cing cd,
nhirc diu, budn ndn, nén, sét hodc mét phuong hudng.

- Toan than: mét madi, khé chiju.

- Méu va hé bach huyét: gidm bach cAu trung tinh, mat bach ciu hat, thiéu mau
bt san, thiéu mau tan huyét.

- Tim mach: phu n, cao huyét &p, suy tim, nguy co' huyét khéi tim mach (xem
thém phan Nhing diéu cén than trong khi dung thubc nay).

NEN TRANH DUNG NHIPNG THUOC HOAC THY'C PHAM Gi KHI BANG S

DYNG THUOC NAY:

- Viéc didu trj bang Sunigam (chira hoat chét acid tiaprofenic) cé thé lam anh
hudng hodc bj anh huwdng néu diing chung véi mot sb thube sau day:

+ Heparin, cac thuéc ha dudng huyét va thubc Ioitiéu.
+ Thudc chbéng déng mau va chéng kéttap tiéu cau.

+ Methotrexat.

+ Lithium.

+ Mifepriston. /,
+ Probenecid.
- Acid tiaprdferifc & thé lam tang tac dung khong mong mudn hoac lam trdm

trong bénh khi duing déng theri véi cac thube sau:

+ Cac thubc gidm dau tre ché chon lpc COX 2: 1am tang nguy co tac dung phu
tréndudngtiéu hda.

+ Corticosteroid: do tang nguy co loét hodc chdy mau da day.

+ Glycosid tim va sulphonamid: ¢ thé 1am trAm trong thém tinh trang suy tim,
giam GFR vatang néng do glycosid tim trong huyéttvong.

+ Tacrolimus: tang nguy co nhiém ddc than khi NSAID duoc dung két hop voi
tacrolimus.

+ Zidovudin: tang nguy co déc tinh trén mau khi NSAID dung chung véi
zidovudin.

+ Thubc trc ché men chuyén hogc thubc chen thy thé angiotensin Il: nguy co tén
hai @én chirc nang than, bao gém suy than cip & nhirng bénh nhan cé chirc
nang than suy giam (nhw bénh nhan bj mat nwéc hoac ngudi cao tudi).

+ Thubc trc ché tai hap thu chon loc serotonin (SSRIs): c6 thé lam ting nguy cor
xuéthuyéttiéu hoa.

+ Ciclosporin: nguy co' nhiém ddc than cé thé tang Ién néu NSAID dung chung
véiciclosporin.

+ Khéng sinh quinolon: cé thé 1am téng nguy co co giat khi NSAID két hop voi
khang sinh quinolon.

+ Aminoglycosidtwong tac véi NSAID gay giam chirc nang than & nhirng ngu i
nhay cam, gidm thai trlr aminoglycosid va ndng dé trong huyét tvong tang lén.

CANLAM GiKHIMOT LAN QUEN KHONG DUNG THUOC:

- Néu bénh nhan quén dung thuéc phai dung mét lidu ngay khi nhé ra va khong
dunglidu gép doi d& bd sung lidu da quén.

- Trwdng hop khinhé ra da quén dung thuéc ma thei gian gan voilidu ké tiép, co
thé bd qua lidu da quén va tiép tuc dung thubc theo hwéng dan ciia bac st.

CANBAO QUAN THUOC NAY NHU THE NAO:

Duéi 30°C, tranh 4m va anh sang.

NH’NG DAU HIEU VA TRIEU CHU’NG KHIDUNG THUOC QUA LIEU:

Céc trigu chirng khi qué lidu bao gém: dau dau, budn nén, nén, dau thweng vi,

xuét huyéttiéu hoa, tiéu chay, mét phuong huéng, kich thich, hén mé, budn ngt,

chéng mét, U tai, ngét xiu, thinh thoang co giat. Trong trwdng hop ngd doc cép
tinh, c6 thé d&n dén suy than va tén thwong gan.

CAN PHAILAM Gi KHIDUNG THUOC QUA LIEU KHUYEN CAO:

- Chtiyéuladidu tritrigu chirng.

- Bénh nhan phai dugc theo déi it nhatbén gidr sau khi uéng lidu doc.

- Rira da day hodc dung than hoat dé ngan chan sy hap thu thudc trong vong mot
gior sau khiudng lidu doc.

- Theoddichatché chircndngthanvagan. .

- Néu cé co giat thuong xuyén hodc kéo dai nén didu tri bang cach tiém tinh mach
diazepam va duing cac bién phap diu trj hd tro khac tuy thudc vao tinh trang 1am
sang ctabénhnhan.

NHONG DIEU CAN THAN TRONG KHIDUNG THUOC NAY:

Téc dyng khdng mong muén cé thé dugc giam thiéu béng cach s dung liéu co

hiéu qua thap nhét trong théi gian ngén nhat dé kiém soat céc triéu chirng. Bénh

nhan dwoc diéu tri bdng NSAID lau dai phai dugc theo di chit ché cac tac dung
phu.

_ Acid tiaprofenic nén dwoc str dung than trong cho cac déi twong sau:

+ Bénhnhan suythanmantinh.

+ Bénhnhantang huyétap dong mach va/ hodc suy tim.
+ Ngudilén tudi.

. Bénhnhancétiénsirsuygan.

— Bénh nhan dang bj ho3ic cé tién str hen phé quan lién quan dén NSAID can than
trong khidung Sunigam.

_ Acid tiaprofenic cé thé gay git mudi va nwéc dan dén phu né. Khi diéu trj voi
acid tiaprofenic, nhitng b&nh nhan c6 tidn st tang huyét ap, suy tim, xo gan, hdi
chirng than hw va & nhixng bénh nhan ding thuéc lgi tiéu nén theo ddi can than
lwvgng nudctiduva chirc nang than.

- Triéu chirng dwdng tiét niéu va viém bang quang da dwoc bao céo khi diéu trj
béng acid tiaprofenic va cac NSAID khac. Acid tiaprofenic ¢6 xu hwong gay
viém bang quang cao hon cac NSAID khac. Néu céc triéu ching tiét niéu nhw
kho tiéu, tiéu dém hodc tiéu ra mau xay ra, can ngirng acid tiaprofenic ngay lap
tirc va tién hanh phan tich nudc tidu. Treée khi bat dau diéu tri bang acid
tiaprofenic, bénh nhan nén thdng bao cho bac st vé cactrigu chirng tiét niéu.

_ Xuét huyét tiéu hoa, loét hoac thiing da day, cé thé gay ti vong, da dwoc bao
cdo v&i tht ca cac NSAID cé hodc khdng co cac trigu chirng canh bao hoac co
tién st bénh dwdng tiéu héa nghiém trong.

Trang 1/3
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5 : yét tieu hoa, loét hoac thiing da day ti 16 thuan véi viéc tang lidu

h@lg bénh nhan co tién st loét va nguwai gia. Nhirng bénh nhan nay

o &’bat dau didu trj voi lidu thap nhét co hiéu qua va két hop didu trj véi

thudc bao vé dudng tiéu héa (nhu misoprostol hoéc thuéc trc ché bom proton).
Bénh nhan c6 tién s nhiém dc dwong tidu hda cin thdng bao cho bac sivé bat
kyétriéu chirng dwdng tidu hoa bat thuong déc biét trong giai doan dau clia ché do
dieutri.
Than trong khi phéi hp didu trj acid tiaprofenic véi cac thuéc co thé lam tang
nguy co loét hodc chay mau, nhu corticosteroid dwdng ung, thuéc chéng déng
méu nhw warfarin, thuéc trc ché chon loc serotonin hodc thudc chéng két tap tiéu
cAu nhuw aspirin.

- Céc phan (rng da nghiém trong nhw viém da troc vay, hdi chirng Stevens-
Johnson, hoai ti bidu bi nhiém ddc da dugc bao cao khi ding thubc NSAID, tuy
rét hiém. Néu thay xuét hign céc trigu chirng nhw phat ban da, tén thwong niém
mac, hogc bét cir ddu hiéu qua man nao bénh nhan cin ngung ding acid
tiaprofenic ngay.

- Viéc st dyng acid tiaprofenic cé thé 1am gidm kha nang sinh san & phy n va
khong dugrc khuyén cao dung cho phy ni dang cé y dinh mang thai hodc nhirng
ngudi dang didu trj vo sinh.

- Co kha nang dj rng chéo gitra aspirin va NSAID khac (bao gém acid tiaprofenic).
Nhirng phan (rng gia di 'ng nhu phat ban, ndi mé day, phit mach, phu thanh
quan, co that phé quan va sbc. Bénh nhan hen suyén, polyp mdi hoac ndi mé day
man tinh cé nguy co phan (rng gia dj (rng cao. Do dd, khéng duwoc dung acid
tiaprofenic cho nhirng déi twgng nay.

Cac NSAID cé thé gay tré ngai chirc nang tidu ciu, nén can dung thudc than
trong & nhtrng bénh nhan bj xuét huyét nao va chay mau nditang.

- Diéu trj v&i NSAID c6 thé gay gidm phy thuge lidu tao thanh prostaglandin va gay

suy than. Nhirng ngudi c6 suy gidm chire ndng than, suy tim, réi loan chirc ning

gan, dang dung thudc lgi tiéu va ngudi gia cé nguy co cao méc phai nhirng phan

(rng nay. Do d6, can theo dbi chirc nang than khi dung NSAID cho nhirng bénh

nhan nay.

Nherng bénh nhan c6 tién str tang huyét &p, suy tim sung huyét nhe dén trung

binh can dugc gidm sat chét ché khi dung NSAID vi NSAID gay gitr nudre va phu.

Bénh nhan tang huyét ap khong kiém soat, suy tim sung huyét, bénh thiéu mau

co tim, bénh ddng mach ngoai bién, bénh mach mau nao chi nén diéu tri véi acid

tiaprofenic sau khi da xem xét cn than.

- @ nhitng bénh nhan bj lupus ban dé hé théng (SLE) va réi loan mé lién két hén

hop c6 thé téng nguy co' viém mang nao vé khuan khi diing NSAID.

Nguy co huyét khéi tim mach:

Céc thube chéng viém khang steroid (NSAIDs), khéng phai aspirin, ding duéng

toan than, c6 lhg lam tang nguy co' xuét hién bién cb huyét khéi tim mach, bao

gbm ca nhdi mau co tim va dot quy, c6 thé dan dén tr vong. Nguy co nay cé thé
xudt hién sém trong vai tudn dau dung thubc va co thé tang I&n theo thoi gian
diing thude. Nguy co huyét khdi tim mach dwgc ghinhan chi yéu & lidu cao.

Béc si can danh gia dinh ky sy xuét hién clia cac bién cb tim mach, ngay ca khi

bénh nhan khéng cé cac triéu chirng tim mach trudc d6. Bénh nhan can dugc

cénh béo v& cac triéu chi*ng cta bién cb tim mach nghiém trong va can tham
kham bac sTngay khi xuét hién cac tridu chirng nay.

Dé giam thidu nguy co xuét hién bién cé bt lgi, can st dung Sunigam & lidu

hang ngay th&p nhat c6 hiéu qua trong thdi gian ngén nhét cé thé.

- Phy nir ¢6 thai: acid tiaprofenic qua dugc nhau thai. Nhirng bat thuong bam

sinh da dwgc bao cao khi didu trj bAng NSAID & ngudi, tuy tan sb thap va khong

ro rét. Vivay, Sunigam khdng nén sir dung cho phy ntr mang thai.

Phy nir dang cho con b: acid tiaprofenic hién dién trong stva me véi ndng do

thap (khong 0,2% liéu dung). Vi vay, can than trong khi dung Sunigam cho dbi

twong nay va dé dam bao an toan cho tré b me, can can nhic gilra viéc ngling
dung thuoc & nguwdi me hodc nglrng cho con bu.

- Tac dong cuia thubc dén kha nang lai xe va van hanh may méc: thubc cé thé
gay choéng mat, nhirc dau, do giac, budn ngu. Vi vay, cin than trong khi st dung
thubc cho déi tweng 14i tau xe va van hanh may méc.

KHI NAO CAN THAM VAN BAC SI, DUQC SI:

- Théng bao cho bac sThodc dugc si nhirng tac dung khéng mong mudn gép phai
khi st dyng thubc.

- Néu can thém thong tin xin hdi y kién bac sThodc duoc sT.

HAN DUNG:

24 thang ké tir ngay san xuét.

NGAY XEM XET SUA DOI, CAP NHAT LAI NQI DUNG TO HUONG DAN S

DUNG THUOC:
<ngay/thang/nam>

'

|

HUONG DAN SU’ DUNG THUOC CHO CANBO Y TE

DUQCLYCHOQC:

- Nhémdugcly: khang viém Non-steroid.

- MAATC: MO1AE11.

_ Acid tiaprofenic la dan xuét ctia acid propionic, thudc nhém thuéc chéng viém
khéng steroid (NSAID).

_ Acid tiaprofenic ngan chan qua trinh sinh tdng hop cua protaglandin va la chét
d6i khang khéng chon loc cla bradykinin, prostaglandin E2, serotonin,
histamin, va acetylcholin. Do do, acid tiaprofenic cé tac dung gidm dau, ha sét
vachéngviém.

DUQCHONGHOQC:

- Acid tiaprofenic dwgc hép thu qua dwdng tiéu hoa va dat ndng do dinh trong
vong 1,5 gidr sau khi uéng. Ty 18 thubc gén véi protein huyét twong cao, khoang

98%. Acid tiaprofenic va cac chat chuyén hoa clia né dwoc thai trir qua nwédc
tidu dwdi dang cac acyl glucuronide, mdt phan nhd duoc bai tiét qua mat. Thoi
gian ban thai ctia acid tiaprofenic ngan, khodng 2 gio.

- Acid tiaprofenic cé thé qua dwgc nhau thai va phan bé dwoc vao stra me véi
métlwgngnhd.

CHIDINH:

Thuéc dwgce ding cho ngudi Ién va tré em trén 15 kg dé& giam dau va viém trong

cactruonghgp sau:

- Réiloan co xuwong va khép nhu: viem khép dang thép, viem xwong khép, thoi
héa dét séng clrng khép, viém cot séng dinh khép.

- Réiloan quanh khép nhw: viém xo, viém bao hoat djch.

- Viém mdm 16i ciu va viém cac md mém khac, bong gan va cang co.

- Dauthétlwng, dau vaviém sau phau thuat.

- Céctdnthuwong mé mémkhac.

LIEULUQNG-CACHDUNG:

- Cachdung:

+ Ubng thubc véi nhiéuw&!e’a(éuéng trong ho&c sau bira &n va chia thanh
2-3lantrong ngay.

+ Nén diéu tri trong thoi gian ngén nhét véi lidu thap nhét co hiéu qua dé giam
thiéu tac dung khéng mong muén do dung thudc.

Liéulweng:

« Nguoilén:

+ Lidutan cdng: 200 mg/14n, 314n/ ngay. Lidu téi da 600 mg/ ngay.

+ Liéu duy tri: 300 - 400 mg/ ngay.

« Tréemtrén 15kg: ubng 10 mg/ kg/ ngay.

+ Tréemtlr 15-20kg: 100 mg/14n, 214n/ ngay.

. Tré emttr20-30kg: 100 mg/Ian, 2-31an/ngay.

+ Tréemtir 30 kg trér1én: 100 mg/14n, 31an/ ngay.

« Nguoigia:

+ Dung thuéc than trong cho nhirng bénh nhan 1on tudi vi nguy co cao xay ra
nhirng tac dung khéng mong muén. Can diing liéu thap nhat cé higu qua trong
thoi gian ngdn nhét va phai theo déi thwdng xuyén tinh trang chdy mau
duéng tiéu hoa khi bat dAu didu trj véi NSAID.

+ Trong trirdng hop bénh nhan bj suy than, gan hodc tim, nén dung liéu cang
thé&p cang tét. Lidu khuyén céo cho cac ddi twgng nay la 200 mg/ 14n, 2 1an/
ngay.

CHONG CHIDINH:

- M&n cam véiacid tiaprofenic hodc bat ky thanh phan nao ctia thuéc.

- Nguei cé tién st dj rng (hen phé quan, viém mdi, phu mach, néi mé day) véi
céacthubcibuprofen, aspirin va cac thuéc chéng viém khong steroid khac.

- Ngudiloétdaday, tatrang tién trién hay co tién str xuat huyéttiéu hoalién quan
dénviéc dung thuéc NSAID truéc do.

- Nguéibisuy tim ? mau, suy than nang hodc suy gan nang.

- Ngudibénh cé trigu chirng hodc dang bjbénh vé bang quang, tién ligt tuyén.

- Nguoicotién strréiloan dudong tiét nigu tai phat.

- Phunirmangthai.

- Tréemduwdi15kg.

THAN TRONG:

- Téc dung khéng mong mudn c6 thé dugc giam thidu bang cach st dung lidu co

hiéu qua thap nhét trong théi gian ngan nhat dé kiém soat cac triéu chirng.

Bénh nhan duoc diéu trj béng NSAID lau dai phai dwgc theo déi chat ché cac

tacdung phy.

Acid tiaprofenic nén dwgc s dung than trong cho cac dbi tweng sau:

+ Bénhnhansuythanmantinh.

+ Bénhnhantang huyét ap dong mach va/ hoac suy tim.

+ Nguoilén tudi.

+ Bénhnhancétiénstrsuygan.

Than trong khi diing thuéc cho bénh nhan dang bi hoac cé tién st hen phé quan

lién quan dén NSAID.

- Acid tiaprofenic cé thé gay gitr mudi va nwdc dan dén phu né. Khi diéu tri véi
acid tiaprofenic, nén theo dai can than lwgng nudc tiéu va chirc nang than &
nhrng bé&nh nhan ¢ tién st tang huyét ap, suy tim, xo gan, hdi chieng than hw
va & nhirng bénh nhan dung thuéc lgi tiéu.

_ Triéu chirng dwong tiét nidu va viém bang quang da duoc bao cao khi diéu trj
bang acid tiaprofenic va cac NSAID khac. Acid tiaprofenic c6 xu hudng gay
viém bang quang cao hon cac NSAID khac. Néu cac triéu chirng tiét niéu nhw
kho tiéu, tiu dém hoc tiéu ra mau xay ra, cAn ngirng acid tiaprofenic ngay Iap
tire va tién hanh phan tich nuéc tidu. Tredc khi bat dau diéu tri bang acid
tiaprofenic, bénh nhan nén théng bao cho bac sivé cactriéu chirng tiét nigu.

- Xuét huyét tiéu hoa, loét hodc thiing da day, cé thé gay t& vong, da dwoc bao
cao v&i tht ca cac NSAID cé hodc khdng cé cac triéu chirng cdnh bao hoac ¢
tién s&r bénh dwdng tiéu hda nghiém trong.

Nguy co xuat huyét tiu hoa, loét hoc thiing da day ti1& thuan véi viéc tang liéu

NSAID & nhirng bénh nhan cé tién st loét va ngudi gia. Nhirng bénh nhan nay

nén duoc bat dau didu trj véi lidu thap nhét cé hidu qua va két hop didu tri voi

thudc bao vé dudng tiéu hoa (nhw misoprostol hodc thude tre ché bom proton).

Bénh nhan cé tién str nhiém doc dwdng tiéu hoa can thdng bao cho bac sTvé bat

ky trigu chirng duong tiéu héa bt thiedng dac biét trong giai doan dau clia ché

dgdieutri.

Than trong khi phéi hgp didu trj acid tiaprofenic véi cac thudc cé thé lam tang

nguy co loét hodc chay mau, nhw corticosteroid dwdng uéng, thuéc chéng

déng mau nhuw warfarin, thuéc trc ché chon loc serotonin hogc thube chéng két
tap tidu cu nhw aspirin.
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3 da nghiém trong nhw viém da tréc vay, hdi chirng Stevens-

: 0ai tt bidu bi nhiém ddc da dwoc bao cao khi ding thuéc NSAID, tuy
rat hiem. Néu thay xuét hién cac triéu chirng nhw phatban da, tdn thwong niém
mac, hoac bét ctr du hi¢u qua m&n nao can ngung diing acid tiaprofenic ngay.

- Viéc st dung acid tiaprofenic cé thé Iam gidm kha nang sinh san & phy ni va
khéng dugc khuyén céo dung cho phy ni¥ dang cé y dinh mang thai hodc nhirng
ngudidang didu tri vo sinh.

- C6 kha nang di &ng chéo gira aspirin va NSAID khac (bao gdm acid
tiaprofenic). Nhirng phan (*ng gia dj r'ng nhu phat ban, ndi mé day, pht mach,
phuthanh quén, co thét phé quan va séc. Bénh nhan hen suyén, polyp mihoac
ndi mé day man tinh cé nguy co phan (rng gia dj (ng cao. Do d6, khéng dugc
dung acid tiaprofenic cho nhirng déi twong nay.

Cac NSAID c6 thé gay trd ngai chirc ning tigu cdu, nén can dung thudc than

trong & nhirng bénh nhan bj xuat huyét ndo va chay mau ndi tang.

- Didu trj véi NSAID c6 thé gay gidm phuy thudc liéu tao thanh prostaglandin va gay
suy than. Nhirng nguoi cd suy gidm chire nang than, suy tim, réi loan chirc ning
gan, dang dung thuéc l¢i tidu va ngudi gia cé nguy co cao méc phai nhirng phan
(rng nay. Do dé, can theo ddi chirc nang than khi ding NSAID cho nhirng bénh
nhan nay.

- Can giam sat chat ché khi dung NSAID cho nhirng bénh nhan c6 tién st tang

huyét 4p, suy tim sung huyét nhe dén trung binh vi NSAID gay gitr nudc va phi.

Bénh nhan tang huyét ap khong kiém soat, suy tim sung huyét, bénh thiéu mau

co tim, bénh déng mach ngoai bién, bénh mach mau nao chi nén diéu trj véi acid

tiaprofenic sau khi da xem xét can than.

O nhitng bénh nhan bj lupus ban dd hé théng (SLE) va rdi loan mé lién két hdn

hop c6 thé téng nguy co viém mang nao vé khuan khi diing NSAID.

- Nguy co huyétkhéi tim mach:

Cac thudc chéng viém khdng steroid (NSAIDs), khong phai aspirin, diing dwéng
toan than, c6 thg lam tang nguy co’ xuét hién bién cb huyét khéi tim mach, bao
gdm ca nhdi mau co tim va dot quy, c6 thé dan dén t&r vong. Nguy co nay c6 thé
xuét hign sém trong vai tudn dau dung thubc va co thé tang I1én theo thoi gian
dung thube. Nguy co huyét khéi tim mach dwgc ghinhan chiiyéu & liéu cao.

Béc si cn danh gia dinh ky sy xuét hién clia cac bién cb tim mach, ngay ca khi

bénh nhan khéng cé céc trigu chirng tim mach trudc d6. Bénh nhan can dugc

canh béao vé céc trigu chirng cta bién cb tim mach nghiém trong va can tham
kham bac sTngay khi xuét hién cac triéu chirng nay.

D& giam thiéu nguy co xuét hién bién cb bat lgi, can s dung Sunigam & lidu

hang ngay thap nhat c6 higu qua trong thei gian ngén nhét co thé.

Phuy ni¥ c6 thai: acid tiaprofenic qua dwgc nhau thai. Nhirng b4t thwdng bdm

sinh da dwoc bao cao khi didu tri bang NSAID & ngudi, tuy tAn sb thdp va khéng

ro rét. Vivay, Sunigam khdéng nén str dung cho phy nir mang thai.

Phu ni¥ dang cho con bu: acid tiaprofenic hién dién trong s¥a me v&i néng dé

thép (khodng 0,2% liéu dung). Vi vay, can than trong khi ding Sunigam cho ddi

twong nay va dé dadm bao an toan cho tré bu me, cin can nhac gitra viéc ngirng

duing thudc & ngudi me hogic nglrng cho con bu.

- Téac dong ctia thudc dén kha ning li xe va van hanh méay méc: thubc cé thé
gy chong mat, nhirc dau, o giac, budn ngu. Vi vay, can than trong khi st dyung
thudc cho déi twong 14i tau xe va van hanh may méc.

TUONG TAC THUOC:

- Heparin, céc thubc ha dudng huyét va thudc lgi tiéu: do acid tiaprofenic lién két
cao v&i protein huyét twong nén tranh diing déng thdi véi cac thudce khac cling cé
kha nang gan két véi protein huyét trong nhw heparin. Can diéu chinh lidu cac
thubc ha dudng huyét, phenytoin va thubc lgi tidu khi phéi hgp véi acid
tiaprofenic.

_ Thuéc chéng déng mau va chéng két tap tiéu cdu: khéng dung ddng thoi
Sunigam véi cac thudc chéng dong mau (heparin, warfarin), thuéc chdng két ta
tiéu cau (aspirin, ticlopidin, clopidogrel) do 1am tang nguy co xuét huyét. Néu bat
budc phai dung két hop cac thubc nay, cin theo dbi chat ché tinh trang déng mau
cliabénh nhan.

- Céc thubc gidm dau tc ché chon loc COX 2: tranh két hgp Sunigam véi cac
thudc trc ché chon loc COX 2 vi ting nguy co tac dung phy trén dwéng tiéu hoa.

- Corticosteroid: than trong khi phdi hop Sunigam véi corticosteroid do tdng nguy
co loéthodc chay mau daday.

- Glycosid tim va sulphonamid: c&n than trong khi dung Sunigam véi glycosid tim
hodc sulphonamid vi thubc c6 thé 1am trdm trong thém tinh trang suy tim, gidm
GFR vatang ndng do glycosid tim trong huyét tvong.

- Methotrexat: stv dung ddng thoi Sunigam véi methotrexat cé thé lam gidm thai
trlr methotrexat. Do d6, nén tranh dung methotrexat lidu cao va st dyng than
trong véi methotrexat liéu thap.

_ Lithium: acid tiaprofenic lam tang nguy co ngd doc lithium do thuéc lam gidm dao
thai lithium.

_ Mifepriston: aspirin va cac NSAID khac khdng nén st dyng it nhét 8-12 ngay sau
khi dung mifepriston vi thubc NSAID c6 thé lam gidm hiéu lirc mifepriston.

- Thudc lgi tiéu: than trong khi dung Sunigam véi thuée lgi tiéu vi acid tiaprofenic
vira lam gidm kha nang loi tidu vira gidm hiéu qué ha ap va tang nguy co suy
than, ting kali mau. Ngoai ra, thudc loi tiéu cé thé 1am tang nguy co dc tinh trén
than ciia NSAID. - .

gy

- Tacrolimus: tdng nguy co nhiém ddc than khi NSAID duwoc dung két hop voi
tacrolimus.

- Zidovudin: tang nguy co ddc tinh trén mau khi NSAID dung chung véi zidovudin.

- Thubc trc ché men chuyén hodc thudc chen thy thé angiotensin II: cAn than trong
khi dung Sunigam véi cac thudc (rc ché ACE hoéc chen thy thé angiotensin Il vi
nguy co tén hai dén chirc ning than, bao gém suy than cap & nhirng bénh nhan
c6 chirc nang than suy giam (nhw bénh nhan bj mat nwéc hodc ngudi cao tudi).

- Thudc G ché tai hap thu chon lpc serotonin (SSRIs): than trong khi phéi ho
Sunigam v6i thubc SSRIs vi acid tiapgofenic co thé 1am tang nguy co xuét huyét
tiéu hoa.

- Ciclosporin: nguy co nhiér&&%: thé tang I&n néu NSAID dung chung voi
ciclosporin.

- Khéng sinh quinolon: di liéu nghién ctru trén dong vat cho thay NSAID c6 thé lam
tang nguy co co giatkhi két hop véi khang sinh quinolon.

- Aminoglycosid hodc probenecid: than trong khi ding déng thoi Sunigam véi
aminoglycosid hodc probenecid.

Aminoglycosid twong tac véi NSAID gay gidm chirc néng than & nhirng nguoi
nhay cam, giam thai trir aminoglycosid va néng dé trong huyét twong tang 1én.
Probenecid twong tac véi NSAID lam gidm sy chuyén héa va thai trir cac NSAID
va céac chatchuyén hoa cliané.

TAC DUNG KHONG MONG MUON:

- Pwéng tidu héa: gdm céc triéu chirng nhw kho tiéu, budn non, nén, dau bung/
dau byng trén, tiéu phan den, ndn ra mau, chan an, ¢ néng, réi loan dwéng rugt
(d4y hoi, tiéu chay, tao bén), viém da day, viém loét miéng , dot cép clia viém dai
trang va bénh Crohn. Viém tyy da dwec bao cdo, tuy rathiém.

D3 cb béo cao vé cac trrdng hop loét da day ta trang, xuét huyét tiéu hoa tiém
tang hoactién trién, dc biétla & ngudi gia va cé thé dan dén tir vong.

- Da va mé dwéi da: phat ban, ndi mé day, ngtra, ban xuét huyét, rung téc, héng
ban da dang va viém da béng nwéc (hdi chirng Stevens-Johnson hoéc hoai tir
biéu bi nhi&m doc), phan (rng nhay cdm anh sang.

- Hé théng mién djch: phan *ng qua man da duoc bo cao sau khi didu tri voi
thudc NSAID. Cac phan (rng dj (*ng khdng dac hiéu, bénh hen suyén, dic biét la
& céac dbi twong di (ng véi aspirin va cac NSAID khdc, co thét phé quan, kho tha,
pht mach, séc phan vé ciing da dwoc bdo céo.

- Mau va hg bach huyét: giam tidu cau, kéo dai th&i gian chay mau, thiéu mau do
xuéthuyét.

- Tién dinh éc tai: chéng mat, hoa mét, U1 tai va budn ngu.

- Héthan kinh trung wong: nhirc dau.

- Pwéng tiét nidu: dau hodc viém bang quang, tidu khé, tiéu rat, tiéu ra mau, gitv
nuwéc vamudi, viem than ké, hoi chirng than hw, suy than.

- Gan -mat: viém gan, vang da.

Cac tac dung phu da dwoc bao cao nhwng khdng cy thé véi acid tiaprofenic la:

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

- Coxwong vamé lién két: dj cam.

- Théan kinh: trAm cam, 10 14n, do giac. Cac bao c4o clia bénh viém mang néo vé
khuan (dac biét 1a & nhirng bénh nhan c6 réiloan hé théng tw mién ahw lupus ban
a6 hg théng, bénh m lién két hdn hop), v&i cac tridu chirng nhik cleng cd, nhirc
dau, budn nén, ndn, séthosc mat phuong huéng. \ %

- Toan than: métmai, khé chju. i

- Mau va hé bach huyét: gidm bach cAu trung tinh, mét bach ¢du H‘btémiéu méau
bét san, thiéu mau tan huyét. vy

- Tim mach: phii né, cao huyét &p, suy tim, nguy co huyét khé(&m ach (xem
thém phan Thén trong). AN

3
ét tidu hoa, tiéu

QUA LIEU VA CACH XIP TRi:
— Triéu chirng: dau dau, budn nén, nén, dau thwong vi, xu
chay, mét phwong hwéng, kich thich, hén mé, budn ngli, chéng mét, U tai, ngét
xiu, thinh thoang co giat. Trong treéng hop ngd ddc cép tinh, cé thé dan dén suy
than va tén thuong gan.
- Xdrtri:
+ Chuyéula diéu trj triéu chieng.
+ Bénh nhan phai dwgc theo dai it nhat bon gier sau khi udng lidu doc.
+ Rira da day ho3c dung than hoat d& ngan chan sy hap thu thudc trong vong mét
gior saukhi uéng liéu doc.
+ Theo ddi chat ché chirc nang than va gan. .
+ Néu c6 co giat thuwong xuyén hodc kéo dai nén diéu trj béng cach tiém tinh
mach diazepam va dung cac bién phap diéu trj hd tro khac tuy thudc vao tinh

trang lam sang ctia bénh nhan.

IMEXPHARM
San xuét tai:
CONG TY CO PHAN DU'Q'C PHAM IMEXPHARM
S6 04, Pudng 30/4, Phuong 1, TP. Cao Lanh, Tinh Ddng Thap, Viét Nam.
Hotline: 1800.555.535 E-mail: imp@imexpharm.com
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