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TO HUONG DAN SU DUNG THUOC

TENOXICAM 20 mg
Thuie ndy chi divng thes dow thude Y/ COPHAN
1 xa tdm tay iré em = {UAC-TRANG THiETB)

Dpe k§ Iurdng din sit dung tricde ki diom

1. Thisnh phin cng thirc thufic:

* Thinh phin 1 1g bt ddng khib pha tigm;
- Thitnh phin hoge chit:

Tenoxican ...
= Thinh phin U duge;

Td duye (Natri hydroxyd, Thimerosal (0, lmgh, Yitamm €,
EDUTA, DManmitol) e s

* Thimh phiin 1 dng dung mbi ph
T duge (Nude cbt pha tiém)...
2. Dgng bito ché:

2.1, Do bibo ché: Bt ddng ki pha tigm

2.2, M th dgng bivo chi:

= Bt ddng khd pha tiém: Thude dyng bit dong khé mau
vang, khvbing min.

- Dung mbi pha tiém: Chit 1ong trong, khing miu, khdng
i vl Khding v

3. Chi dinh:

- Gidim dan vl ching vidm trong vidm khip dung thip vi thodi
I seromg khdip,

- Diku iri mgin nghy trong rdi logn co xuwemg elp nhu clng
oo qud mire, bong gin vit cde vét thuong phin mém khie.

4, Lidu ding v cich ding:

4.1, Lidu ding

* Ngrrerd fome:

Thude duge tiém bip hode iém 1nh mach, Diu titn ding liéy
dom 20 mg/nghy wong | hode 2 nghy, sau do ding tiép dang
thude udng. udag vie cing thid didm mdi ngay.

Khdng nén ditng Tt eao vi thuomg khdng dgt dge e dung
cao hom ding ké ninmg tyi ting nguy eo xby ra ADR.

Trong didu i witu chimg che binh Iy co xuomg khop cip,
nsomg khvdng chn phii ding thude qui 7 ngly, ninmg trrmg
Thop ning co thé ding 16i da toi 14 ngay.

* Ngrechi coa tedi;

Ciidng nhar cde NSAID khic, tenoxicam nén sir dyng thin trong
O ngain cao wdi do ting npuy co phan tmg phy nghiém treng,
Nauiri cao (bl thuimg dang dimg ddng then véi thude khae
hode ¢hire ndng gan, thin hode tim mach suy gidm, Néu mit
NSAID duge xem xét 14 cln thide, nén ding lidu thip nlds cb
higu qua va trong thid gion ngdn nhit oo thé. BEnh ahin nén
durgre theo d0i chiy miu da diy khi diing NSAID,

* Tre e

Chara du dir lidu @& khuyén cho ding thude 13m tenoxicam cho
ré em.

* Binh nivin suy thidn,

Néu Cle, > 25 mUphit: Dhing lidu thong thuimg nhimg phii
theo dii chn thin.

Niu Clp, < 25 mUphiit: Chua 00 dir ligu o€ khuyén cdo lidu
diing.

*\ ¥ TE BiNH DINH

* Biénh nhin suy gan: Chits di 0 1u 8& khuyén cdo lidu diing
& bénh nhin suy gitm chite ning gan

01 dong kho dugc Biba tan trong 2 ml mede edt pha tidm v

“dung dich thubc tiém pha xong phai dng ngay. Chi ding

dirdmgg i#m bdp v tiém tnh mach.

4.3, Mt sd heu ¥ dac bidt v xir I thushe trurde vl sam khi =i
dung

Khing ¢ yéu clu ddc bigt vé xir 19 thude trude va s khi si
dung.

5. Chibng chi dinh

= Viem loét tidu hoa tién tridn hode tidn st ob vidm lodt titu
T, chiy 1l dudmg tidu hoa (dai tiln ro mdu, adn r miu).

- Hen, trimg hop d& o nguy cochay miu nhw xo gan. suy tin.
suy thin (CL < 30 mliphin).

= Qua min v tenoxicam hodic v Bt el thanh phin ndo cia
thubie

« Npudri bénli oo tibn sir qui man (hen, viém mii. phit mach b
hode wbi mdy day} voi aspirin hode cic thude ching vidn = [ DULTAN
khiing steroid Kivic YTE B
6. Ciinh bdo vi thin trgng khi dimg thude )
< Cln theo ddi cdn thin ngudi binh ding tenoxicam khi oo
bénh duimg tiéu hia

« Ciin theo d0i cdn thin chitc ning gan, Tm, thin & npudi biah
trude divy d3 bj Binh thin, hii chimg thin mt dich, bénh
gan. suy tim sung huyét va khi nitmg nguwoi bénk by dang Jice
trj ddng thoi i ede thude Toi 1iéu hode ede thide od kha wing e
doe thin, ‘ o

= Wi gz bénd cao tudi cln theo dii thadmg xuyén 36 phat ',
hign céc twomg tie khi didu irf ddng thoi vii cde thube khic va

theo 430 chire niing thin, gan v tim mach vi co the bj anh

huemg ddng ké b cic thube ching vigm khing steroid, Npuy

cor tng Kali huyét ob th tang & ngedi cao twii, -

= Thdin trgng vii ngudi binh ob phdu thadt Bm (b iy Khap) o
i tenoxicam 1im gitm ngumg két tidu clu, do vty oo the kéo
din thivi gian chay miu.

- Nguy cor huyet khii tim mach:

+ O thude chdmg vicm khdng steroid (NSA L) khany phol
aspinin. ding dudmg 1oan thin, o6 the Tam @ng nguy oo s
Tign bidn ob huyd kKhdi vim mpch, bao gom ca nhdy i co tm
it quy, o0 the dhn dén nr vong. Ny eo may b e i
Biidn s0m trong. vad fudn G ding thioe vioa the tig e theo
tiri pian ding thuoe. Nguy co huyer khdi im mach dugo gl
ihiin ¢ yéo o gy cao,

+ Bhe si ciin dinh gid dink ki sy xudn hign eun cdo hién oo tm
migch, ngay o khi bénh nlén kbdng o6 cdc irifu chimg nm
mgch (rnde 30, Bénh nhin cin duge canh Bdo ve cic Inun
chimg eia bidn e am much nghidam trgag vin can haim ki
bae 57 ngay khi xudt Iiign che trigu chimg ndy

+ 1 i thidu nguy ¢ xua hign cae Bidn o hit Vb, aciii
dymg Tenoxiearn 20 mg & liéu hing ngiy thip nhdn o higu goa
trong thari gian ngin nhdt o6 the

w/
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- Tenovicam 20 mg chira 6 duge thimerosal v vai i 13 chiy
Bior quin ain o thé gy phin trag dj tmg. Dong thin, thin rong.
kbi 30 dung cho binh nhin d3 xdy ra bt ky vin dd sirc khoe
Ry s khi st dyng vibe xin b g0

7. Sir dyng thude cho phy nir eb thaivi eho con bis

7.1, Sir dyng thude cho phi ni ¢ thai:

By an vodn cia tenoxicam voi phu nd mang thai vin chiua duge

xibe dinh. B3 bidt ede thude ehdng viem khdng sterold gy dong

ding mach & we sosinh. Do vily, khong nén ding tade niy

che phig mr mung thai.

7.2. Thin ky cho con bi:

Chura bidt (hisde ob bdi 1idt vio s me hay khing. do viy

Ehdng nén ding thisde che phi ol dang cho con b, hode cln

chn e gita vide ding thube hay ngimg cho con b,

8. e dgng caa thude khi B ve va vin hinh may

Nhiig biah nhin ¢b cic wridy ching do phin g phy oo

thude nhy clidng m3L boa mis, budn ngo, mét mdd hobe b

Jaain 1hi gide nén han ché kil xe vit vin hinh nidy.

. Turomg tae, tuong ky cia thubc

9.1, Turomg tc cia Thude:

= Cny trinth didu vy ddng thin Vi eic salicylat, aspirin hoje cie

thibe chbng vigm khbng sieroid khie hode glucocoricoid vi

Hhrigs gl oo e phidm fmg phu (3¢ bigt & dutmy tidu hoa),

< 3 e thding bdo o thude chdng vibm khitng steroid gly gir

Hittii, néu ding tenoxicam cho ngueid binh dang ding lidu phip

lithi, el phai tng cutmg theo i ndng U0 lithi vd bdo cho

ingasivl B bidt cln duy trl heong sude dum viio ca thd vi cke

tridu chimg npd djc dd phat hign kip thai ngd dde lithi.

- Cic thube chbng vidm khdng steroid co é gy gitr nude,

natri, kali vi b thd dnh hisomg 161 the dung bai sult natri i

cie thube lgi tidu nén cdn didu chinh iy, Clo o ¥ cdie tink

chiln ndy ki didu 1 cho bénh nhdn giam chirc ning tim hojc

uing huyde Ap do e thé um bénh ning thém.

- Cholestyrmin ding voi tenoxicam tém tah mgeh Mm glam

ik g wla tenasicam v 1ang thanh thai wenoxicam.

0.2 Tuwng ky cda tube:

1% khing eb che nghién einr & tinh tomg ky ca thube, khdng

trdst Un thede niy véi edc thude ke,

10, Tie dyng Khing mong mudbn:

Thudmg, gip, ADR > 1/100; Tocn thein (day dia, chong mac),
iiér R (dau thuemg Vi hn&nnﬂn_ kb tifu, dfa (ngogd ban, miy
day. ngira).

fugap, 11000 < ADR < 17100: Tovin tin (mét mi, phi, chn
fm, khdh mmidng), rucke hoder (ddnh tring ngye), fén hda (ndn, tio
bon dai ding, i chiy, vitm mifng, chay mdo dudmg Gda hba,
Todt 14 trng v o Ay, vidm da iy, dai lidn mdu den), rdm thin
(bl bogn gide i), et enidi - st dyee (phin),

i glip, ADR < 1/1000: Todn thiin (phin (mg qud mdn: hen,
phin v, phit maeh), mefu {thidu mdu, ghim bych clu. mit bpch
chu hat, gidm tiby clu, chiy miu do e ché ngumg ké Udu clu),
drackri Pt (8, By B ), Bl kindr (nbin m), ok (nhay cdim
vis fn sing, Wi ¢himg Stevens — Johnson, hegi 1 bitu b
b &), FATnhiu - st due U tidu i),

Nguy co huyét khdi tim mgch: xem thém phin Cinh bao vi
thiin trgng ki ding thube.,

= Hurdrng dite cich i iri ADR:

- Néu ob bodt dutmg 11y hda hoe chiy miu dubng tidu hba,
phai ngimy thisbe ngay.

= Diing cdc thudc khing acid hodc khing thy thé M ¢6 thé ob
Bigu qua

= Mdu cde xét nghigm chire ning gan khong biah thuimg hoje
wdu di, nbu thily cde diu hidu lim sing hode eie trifu chimg eda
bénh gan hole néu o plén (mg 1o4n thiin khic xdy ra (nhu (g
byeh cdu 4 toan, ndi ban), chn phiti ding thude ngay,

= Didu b tridu chimg v hd trg ndu cln. MM sh ADR i
NSATD nhu b chvitmg thin hu, viém s, gitan tiébu edu, tide
i tan i, phin img do ning hoje che phan dmg qui min
Khide, ol thé ¢ cic dip img vii glucocorticoil.

10 Qudi Tida va cdieh xir tr:

111 Qui ligu:

Tridu shimg qua lide NSAID bao ghm dau alu, buba nin, ndo,
il Unrgmg v, chily mau didmg tiéu héa, d5i kRi 1i8a chay, it
phiror burdmg, kich dhng, hon mé, bubn nga, ching mit, i 1ai,
n;al sin, thin thodng o gidt, Trong tneimg hep gl die ding
ké, suy thin ¢ip v the tneomg gan 66 té hy ra,

1.2, Cich i vei ki dbting b quad 1idu:

Chusa thiy thdng biio kinh nghidne % I§ cae trimg hop idng
qué liéu tenoxicam. Bénh nhin cln duge by 1] widy ching
theo yiu cdu, B bio hagmiz muede tiéu thai ma di Chire ning
thin vl gan nén duge theo ddi chilt chét. Binh nhdn phill duge
theo 8 it nuir bda gidr <au khi dlng libu nguy oo giy doe.
Tink trang co gih thudmg xuyin hode kéo i cin diege didu m
v dimoepam tidm tinh mach. Ding ¢ae thube khing thy thé 11
ob thit o higu qui. Cée bidn phip khie co thé duge chi dinh
thea tah trang Mm shag el bénk nhin

12. Thing tin vé ey 1§, lim sing

12} e tinh duge lye hoe

Nieche afeagre 0 Tl ehdlag vidm Khibing steroid

MEATC: MOIACO2

Lhavre I vk corched feke ding:

= Tenoxicam 14 thube ching viém khing steroid o6 tic dung
ching vilm vi gidm dou déng ké vib phin nbo <6 uic dung ha
nhit,

- Ciing nbur cde thude chbng vitm khdng steroid khile. hidgn nay
chira bift chinh ke oo ehi 15 dyng ciia lenoxicam, mic di ob
by gid tiide cho ring thude dre chd evelooxygenase dng vai
tr quan trong wrong sinh thng hop prostglandin, gidm wp
trung bych cdu & chll vitm.

= Tenooicam ding &8 didu trj tridy chimg trong béh thodi hoa
Khidp va viém khip dang thdp, war thuromg md mém (dimg trong
théi gian ngin,

12.2 Do tinh dwge dng hoe:

- Tenonicam duge hip this tht, ndag dd trong luyét uong co
tremg quus tuyén tink vid LEu ding. Thide 1in két coo v
protein (9925) v thdm md lrorg dang k& vio ming hogt djel
nbog A tde twong hogt dich khodsg biing mde mim adag 4
thude trong higdt twomg. Théd gion bin thal hasét noemy
Khodng 72 gitr.

- Saw Khi tidm tinh mgeh mdt Tiéu 20 mg tenoxicam, ming db
thude trong hayé Wuomgz gidrm nhanh wong 2 gidr du chi vdu do
qut trinh piin b8, It nhdt 90%% nbog 4 dinh cus thude rong
bzt tiromg gt dhege ngay sau tiém bip 15 phis.

- Néu dHing thude hing ngay, ndag 40 & dinh dat duge trong
wing 10 - L5 nghy. Tenoxicam :Img{'\l Dt Teodn i i
dang khing hoqt tinl S-hydroxypyridyl v bii téy el yé qua
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-nuée tiéu (khodng 2/3 lidu diing), mdt hugmg nhé bii tiét qua
mit & dang lién hgp glucuronic.

- Khiing ¢ sir khic bidt dang ké vé duge ding hoc theo di tudi
ciia thube duge phat hign mac di sy khdc biét gitra cdc cd nhin
e6 xu huémg 1ém hon & bénh nhin 16m wdi.

13. Quy cich dong goi: Hip 1 lp bdt dong khd pha tiém + 1
Gng dung mdi 2 ml.

14. Di¢u kién bao quan, han ding, titu chufin chiit lryng
ciia thube

14.1 Diéu ki¢n bio quan: Noi khé, nhiét d§ khéng qua 30°C,
tréinh dnh sing.

14.2 Han ding:

- Lo bdt dong khd pha tiém: 36 thing ké wr ngdy sin xuit,

- Ong dung méi pha tiém: 48 thing ké tr ngay sén xudt.

Han ding sau khi pha ché: Thube duge tiém ngay sau khi pha.
14.3 Tiéu chuin chit lugng: TCCS

15. Tén, dja chi co 56 sin xuiit

CONG TY CO PHAN DUQC - TTBYT BiNH DINH
(BIDIPHAR)

498 Nguyén Thai Hoe, P. Quang Trung, Tp. Quy Nhom, tinh
Binh Dinh, Viét Nam

DT: 0256.3846300 - 3846040 * Fax: 0256.3846846
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