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Tén thudc: BART
Dang bao ché: Vién nén bao phim.
Duong ding: Uolg
Thanh phin M3i vién nén chira 20 mg Tenoxicam
Chi dinh, liéu dang, cich duang, chong chi dinh va cic théng tin khic: Dé nghi xem
trong t& huéng din sit dung thudce kém theo.
Quy cich déng goi: Hop 3 vi x 10 vién/vi, kém 01 t& huong din sir dung.
Diéu kién bio quin: Bio quin trong bao bi kin, tranh 4m, trinh énh sing, ¢ nhiét d6
dudi 30°C.
$6 16 SX, NSX, HD: Xem “Lot nr”, “Mfg. Date” “Expiry Date” trén v6 hép
Tiéu chuin chit hrong: Tiéu chudn co s&
Sin xuit tai Italia b&i: SPECIAL PRODUCT’S LINE S.P.A
(P1a chi: Via Fratta Rotonda Vado Largo, 1 03012 Anagni (FR) Italia)
Dé thudc tranh xa tim tay tré em

Poc ki hwéng din s dung truéc khi ding
86 Visa:
Doanh nghiép nhip khiu:

COMPOSITION : Eact
Active component

Excipients

WARNING : BEFORE USE, READ CAREFULLY THE INNER LEAFLET.
PRESCRIPTION MEDICINE ONLY.
KEEP OUT OF THE REACH AND SIGHT OF CHILDREN.
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BART

Tenoxicam 20 mg
“Dé xa tam tay tré em”
“Poc kj hudng dan sir dung truece khi ding”

Thanh phin, cong thirc thude:

Moi vién nén bao phim cé chira:

Thanh phd“n hoat chdt: Tenoxicam 20 mg

Thanh phdn ta dwoc: Lactose, tinh bot ngd, tinh bot tién gelatin hoa, talc, keo silica, magnesi
stearat, hydroxypropyl methylcellulose, titan dioxid (E171), oxid sit mau vang (E172).

Dang bao ché: Vién nén bao phim

Pac tinh dwoe luc hoe
Nhom duogc ly: Thude chong viém khdng steroid, nhém dan chat oxicam.

Mo ta dang bao ché: Vién nén bao phim hinh tron, mau hoi vang @

Mi ATC: MO1AC02 -~

Tenoxicam la thude khang viém khong steroid (NSAID) ¢6 tac dung chon0 viém, giam dau,
giam st va ciing trc ché sy két tap tiéu cau. Tenoxicam lam giam sinh tong hop prostaOIandm
bang céch trc ché cyclooxyoenase I (COX1) va 2 (COX2). trén thir nghiém invitro va invivo
Nghién clru in vitro ve isoenzym cyclo-oxygenase duoc dleu ché tir té bao COS-7 cuia ngudi da
chi ra ring tenoxicam trc ché COX-1 va COX-2 isoenzym gan tuong duong nhau, ty 1& COX-2/
COX-1 bang 1,34.

Nghién ctru in-vitro ctia peroxidase bach cau cho thiy rang tenoxicam c6 thé hoat dong nhu mot
“tac nhan don dep™ cho hoat tinh oxy hda tai vi tri viém.

Nghién clru in-vitro, tenoxicam la mot chit (e ché manh metalloproteinase cua ngudi
(stromelysin va collagenase) — enzym phan huy sun khop.

Mot co ché hoat dong khéc cuia tenoxicam la giam nong d9 nitrit

Piéu nay giai thich lgi ich cua Tenoxicam trong diéu tri cic chimg viém, dau. thodi héa xuong
khop

Hiéu qua diéu tri

Hiéu qua lam sang cua tenoxicam di duoc chimg minh trong cac nghién ciru lam sang vé:

Viém khép dang thap: Str dung liéu 20 hodc 40 mg mot lin mdi ngay ¢6 higu qua va duy tri dén
hai ndm

Viém xuong khép: Tenoxicam c¢o hiéu qua trong diéu tri viém xuong khép. Cée tac dung chong
viém va giam dau da duoc duy tri trong thoi gian lén dén ba nam.

Cac roi loan khac: Tenoxicam (20 mgx | lan / ngay) it nhat ¢6 hiéu qua nhu piroxicam (20 mg
mdi ngay) va diclofenac (75 mg moi ngay). Tenoxicam dugc dung nap tot hon diclofenac.
Tenoxicam la thude chon0 viém khong steroid ¢6 tac dung chong viém va giam dau déng ké va
cling ¢6 tac dung ha sét. Ciing nhu cac thude chong viém khong steroid khac, hién nay chua biét
chinh xéc co ché tac dung cua tenoxicam, mic duco nhidu gia thiét cho rang thude tc ché sinh
tong hop prostaglandin, giam tap trung bach cau & chd viém. Tenoxicam dung de diéu tri tridu
chimg thodi hoa xuong - khop, viem khop dang thap, diéu tri ngan ngay cho tén thuong md
mém. Tenoxicam khong tac dong dén qua trinh tién trién ctia mot vai hinh thai viém khép dang
thép.



trén duodng tiéu hoa do glam tong hop prostaglandin dan dén trc ché tao mucm (chat cé tac dung
bao vé duong ti€u hoa). Prostaglandin ¢6 vai tro duy tri tudi mau than. Céc thuoc chéng viém
khong steroid trc ché tong hop prostaglandin, nén c6 thé gdy viém than k&, viém cau than, hoai tur
nha thdn va hoi chimg than hu dac biét & nhimg ngudi bi bénh than hodc suy tim man tinh. V&i
nhimg ngudi bénh nay, cic thude chdng viém khong steroid c6 thé lam tdng nguy co suy thén
cdp va suy tim cép.

Pac tinh duwge dong hoc

Hap thu

Tenoxicam ¢6 tac dung lau dai; dung mot lieu duy nhat mdi ngay c6 hiéu qua diéu tr tot.

Sau khi udng, tenoxicam dugc hap thu nhanh va hoan toan dudi dang khong ddi. Dung ddng thoi
voi thire an lam giam ty 1€, nhung khong giam muc do va su hap thu cua tenoxicam. Tenoxicam
xam nhap t6t vao trong dich khép gitip cho ndng do trong dich khdp bing khoang ¥ 1an ndng do
trong huyet tuong. Thoi gian ban thai trung binh khoang 72 gio.

Véi liéu luong khuyén cao 20mg/1 14n/1 ngay, ndng do 6n dinh trong huyet tuong dat trong vong
10 - 15 ngay, khong c6 su tich tu thude. Nong do trung binh & trang thai dn dinh 1a 11 mg / L khi
str dung tenoxicam & liéu uéng 20mg/1 1an/1 ngay va gia tri nay khong thay dbi ngay ca khi diéu
trj ¢én 4 nam.

Tenoxicam lién két chat ché véi protein huyét tuong. Theo du doén tir dong hoc don lidu, ndng
d6 trong huyét trong o trang thai 6n dinh cao gap 6 lan ndng do dat dugc sau khi dung mot liéu.
Duoc dong hoc cuia tenoxicam tuyén tinh trong khoang lidu tir 10 dén 100 mg

Tudi tac khong anh huong dén duoc dong hoc cuia tenoxicam

Phdn bo

Trong hai gio' dau sau khi tiém tinh mach, nono do thude trong huyét tuong giam nhanh chéng.
Sau giai doan nay, khong c6 su khéc biét vé nong do thuoc trong huyét tuong gitra dudng tiém
tinh mach va uéng. Thé tich phan bé trung binh ¢ trang thai 6n dinh 1a 10 dén 12 L.

Trong méu hon 99% thude lién két véi albumin. Tenoxicam xam nhap tét vao trong dich khép.
Nong do cao nhat dat duoc trong huyét tuong.

Chuyén héa va thai trie

Tenoxicam dugc loai bo khoi co thé chu yéu dudi dang chat chuyén hoa. Khoang 2/3 liéu dugc
thai trir trong nude tiéu, chu yéu dudi dang chit chuyen hoa 5-hydroxypyridyl khong hoat dong.
va phan con lai duge thai trir theo dudng mat, phan I1én dudi dang glucuronid lién hop céac chat
chuyén héa hydroxy. it hon 1% liéu da dugc dung dugc tim thav trong nude tiéu dudi dang
nguyén ven. Thoi gian ban thai trung binh cua tenoxicam la 72 gi¢o (khoang 59 dén 74 gio). Ton0
d6 thanh thai la 2 mL / phut.

Déi tieong dic biét

Céc nghién clru 0 ngudi cao tudi va ¢ nhimg bénh nhan suy giam chic nang than hoac xo gan
cho tha\ khong can diéu chinh lidu dé dat duge ndng do trong huyét tuong tuong tu nhu & nhiing
nguoi khée manh.

Bénh nhan bi thap khép va ngudi cao tudi ¢6 duge dong hoc twong duong vdi tinh nguyén vién
khoe manh.

Vi ty 1€ lién két cao v&i protein huyet twong clia tenoxicam, can than trong khi luong albumin
huyét tuong giam déng ké (xem phan Canh bso va thin trong khi dung thude)

Chi dinh:
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xieam duge chi dinh nhu 1a mot thude giam dau, khang viém trong dleu tri viém xuong
- Tenoxicam cling dugc chi dinh diéu tri ngan han trong céc truong hop rbi loan co' xuong
cap bao gdm cang co, bong gan va céc chan thuong khiac & mé mém. Tenoxicam dang ti€m tinh

mach va tiém bip ciing dugc chi dinh cho céc trudng hop tuong tu khi bénh nhan khong thé

udng thude.

Ciach dung, liéu dung:

Liéu lwong:

Nguwoi lon:

Liéu duy nhét 1a 20 mg (1 vién)/ngay, dung vao mot thoi diém c¢b dinh trong ngay, c6 thé udng

vién véi nude hodc céc chét long khéc.

Can tranh céc lidu cao hon vi thuong khong dat dugc hiéu qua diéu tri 16n hon dang ké nhung c6

nguy co cao gap pha1 cac tac dung khong mong mudn cia thude. B
Trong diéu tri rdi loan co xuong co cép, thuong khong diéu tri qua 7 ngay, nhung trong truong /Q
hop nang cé the kéo dai dén t6i da 14 ngay. i
Nguoi cao tuoi: =
Ngudi cao tudi c6 nguy co cao gap phai céc phan tng nghiém trong khi dung thude. DA tuong

nay cting ¢6 kha ndng cao dang su dung dong thoi céc thude khéc, ¢6 suy giam chire ndng gan,

than hodc tim mach. Néu can thiét st dung thude thi nén ding lidu thap nhat c¢6 hiéu qua diéu tri

trong thoi gian ngan nhét c6 thé. Bénh nhan nén duoc theo di thudong xuyén vé kha ning xuat

huyét tiéu hod trong khi diéu trj bang thudc.

Tré em:

Chua c6 du dir ligu nghién clru trén tré em.

Cdac trirong hop suy giam chirc nang gan, than:

Do thanh thai creatinin Ché do liéu

Ldn hon 25 ml/phut St dung nhu liéu binh thuong, nhung can theo
ddi bénh nhén cén thén

Dudi 25 ml/phut Khoéng c6 dir ligu vé lieu lugng. Khong sur
dung trong truong hop nay

Do ty I& cao lién két vdi protein huyét tuong cua tenoxicam, can than trong khi ndng do albumin
trong huyét tuong giam déng ké (nhu hdi chimg than hu) hoac khi nong do bilirubin cao.

Khong c6 du thong tin dé dua ra cac khuyén cdo vé liéu dung ctia thudc ¢ nhimg bénh nhan suy
giam chuc nang gan trudce do.

Cdch s dung:

Dung duong udng.

Thude duoc dung tSt nhat trong hodc sau bira an.

C6 thé giam thiéu tac dung khong mong mudn bang céch sir dung liéu thap nhat c6 hi¢u qua diéu
tri trong thoi gian ngan nhat can dé kiém sodt cic triéu ching.

Chong chi dinh:

- Céc bénh nhan ¢ tién sur hodc dang c6 bénh ly xudt huyét tiéu hoa, viém loét da day (2 hoic
nhiéu dot cip cua viém loét da day, xut huyét tiéu hoa)

- C4c bénh nhan ¢6 tién str chay mau da day-rudt (phan den, thd huyét), thung rudt lién quan dén
diéu tri bang NSAID tru6e d6 hodc cac truong hop viém da day nang

- C6 tién st man cam véi tenoxicam, vai bat cir thanh phan nao cua thudc.
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ng chi dinh sir dung NSAID & nhiing bénh nhén da timg c6 phan (mg qua man (v&i céc
triéu chimg hen, viém mili, phti mach hodc ndi may day) khi sir dung salicylat, ibuprofen,
aspirin hodc cac thudc khang viém khong steroid khac (NSAID).
- Suy gan, suy than, suy tim niang
- Chéng chi dinh dung thudc trong 3 thang cudi cua thai ky
Canh bao va than trong khi dung thude
- C6 thé giam thiéu tac dung khong mong mudn bang cach sir dung lidu thdp nhat c¢6 hleu
qua diéu trj trong thoi gian ngan nhat can dé kiém soat cac tri¢u chimg
- Tranh st dung dong thoi thude véi cac NSAID khac, bao gdm thuoc e ché chon loc
enzym cyclooxygenase-2 hodc céac thuoc ¢6 thé lam tang nguy co gdy viém loét hodc
chay mau, nhu corticosteroid dudng udng, thude chong dong mdu nhu warfarin, thude c /7~
ché tai hap thu chon loc serotonin hogc cac chat trc ché két tap tiéu cau nhu aspirin Q
- Nguy co xudt huyét tiéu hoa, viém loét va thung da day rudt ——
Nguy co xuét huyét tiéu hoa, viém loét va thung da day rudt, c6 thé gy tir vong, da duoc bao
céo khi str dung cac NSAID ¢ bat ky thoi diém nao ctia qua trinh didu tri, c6 hodc khong ¢6 céc
triéu chimg canh béo hodc cac tién s trude do

Nguy co xut huyét tidu hoa, viém loét va thung da day rudt cao hon khi tang liéu NSAID, trén
nhitng bénh nhén ¢4 tién sir viém loét, dic biét néu cé biéu hién chay mau hodc thung da day
rudt, & ngudi cao tudi. Nhiing bénh nhan nay nén bét dau diéu tri voi lidu thip nhat c6 thé. Phac
dd phéi hop véi cac thude bao vé niém mac dudng tiéu héa (nhu misoprostol hodc thude e ché
bom proton) can dugc xem xét cho nhitng bénh nhan nay, ciing nhu dbi véi nhitng bénh nhan
can dung don0 thoi thude véi aspirin licu thap, hoac dung dong thoi véi cac thude khéc lam ting
nguy co Xuét hién tac dung khong mong muén trén dudng tiéu hoa.
Bénh nhén c¢6 tién st gip phai cac tic dung khong mong mudn trén dudng tiéu hoa, dac biét la
ngudi cao tudi, can duoc phat hién bat ky tridu chimg bat thudng nao trén duong tiéu hoa (ddc
biét la xuat huyét tiéu hoa) nhat la trong giai doan dau diéu tri.
Can than trong khi diing thude dong thoi véi cac thude co thé lam tang nguy co loét hodc chay
mau tiéu hoa. nhu corticoid dudng udng, thude chdng dong mau nhu warfarin, céc chit tre ché
tai hép thu chon loc serotonin hodc céc chét tre ché két tap tiéu cau nhu aspirin.
Nén ngung diéu tri khi xuat hién xuat huyét tiéu hoa hoac viém loét da day rudt trén bénh nhan
dung tenoxicam.
~ NSAID cin dugce sur dung va kiém so4t than trong cho bénh nhan cd tién sur bénh duong tiéu hda o
(viém loét dai trang, bénh Crohn) vi ¢6 thé lam tram trong hon tinh trang bénh.

- Bénh Lupus ban do hé thdng va bénh 1y mé lién két hdn hop:
Khi ding thudc trén bénh nhan Lupus ban do hé thdng va bénh 1y md lién két hdn hop ¢ thé
tang nguy co viém mang ndo vo trung

- Dalidu:
Cac phan (mg da nghiém trong. ¢6 thé gy tr vong. bao gdm viém da troc vay. hoi chimg
Stevens-Johnson, va hoai tu thugng bi nhiém doc (TEN), da dugc bao cao rat hiém gap khi su
dung NSAID. Bénh nhan can dugc thong bao vé cac dau hiéu, triéu chimg va theo ddi chit ché
cac phan (mg trén da. Nguy co cao nhat xuat hién nhimg phan (mg nay la trong thang dau dleu

. Can ngung dung thudc ngay khi xuat hién nhiing dau hi¢u dau tién cua phat ban da, ton
thuorno niém mac, hodc bét ky déu hiéu nao ctia phan tmg qui man. Két qua tt nhat trong kiém
soat hoi chimg Stevens-Johnson, va hoai tir thugng bi nhiém doc (TEN) la do chan doén sém va
ngung sur dung thudc nghi ngdr cang sém cang tot.



kh1 su dun0 tenoxicam, khong dung lai thube bat ky luc nao.
- Suy tim, suy thén va suy gan

Trong mot s it truong hop, cac thude khing viém khong steroid c6 thé gy viém than k&, viém
cau than, hoai tir nh than va hoi ching than hu. Céc thude nay trc ché su tdng hop prostaglandin
than- chit dong vai trd ting mirc loc cau than & nhimg bénh nhén ¢6 luu lugng va thé tich mau
qua than giam. O nhitng bénh nhan nay, ding thude chdng viém khong steroid c6 thé gy suy
than cép, c6 thé hdi phuc sau khi ngtmg thude. Céc bénh nhén ¢ nguy co cao nhét ctia phan (mg
nay la nhimg bénh nhan ¢4 tién sir bénh than (bao gdém ngudi tiéu duong cb suy giam churc néng
thdn), hoi chimg than hu, giam thé tich tuan hoan, bénh gan, suy tim sung huyet bénh nhan dang
dicu tri dong thoi véi cac thude loi tidu, thude doc vai than, ngudi 16n tudi. Nhimng bénh nhan

nay can phai theo ddi chat ché cac chirc nang than, gan va tim va nén gitr muc lidu thap nhét coé@

thé & bénh nhan suy than, gan hodc suy tim.

- R&i loan ho hap
Can than trong khi diing thude cho bénh nhan dang bi hen phé quan hodc c6 tién st hen phé quan
sau khi ibuprofen dugc bdo cdo la gy ra ching co thit phé quan & nhimg bénh nhan nay.
Pi ¢6 bdo cdo vé tinh trang ting transaminase huyét thanh hodc cac chi sd khac vé chirc nang
gan. Trong hiu hét cic trudng hop, mic tang nho va tam thoi trén mirc binh thuong. Néu chi sb
tang nhiéu va lién tuc, nén ngung str dung thudc va theo dbi tiép bang cac xét nghiém khac. Can
dic biét cht ¥ dén nhitng bénh nhén c6 tién sir bénh 1y vé gan.
Thude lam giam két tap tiéu cau va co thé kéo dai thoi gian chay mau. Can can nhic véi nhimg
bénh nhan trai qua phau thudt 16n (vi du nhu thay khdp) va khi thoi gian chay méu can dugce xac
dinh.

- Nguoi cao tudi
Nguoi cao tu01 ¢6 kha ndng cao gip phai céc tac dung khong mong mudn khi st dung NSAID,
dac biét 1a xuat huyét duong tiéu hoéa va thung da day rudt co thé gay tir vong. Nhiing bénh nhén
suy nhugc thuong cd nguy co cao voi loét hodc chay mau tiéu hoa. Hau hét cac bién ¢d thung da
day rudt gay tir vong lién quan dén thudc chdng viém khong steroid xdy ra & bénh nhan 16n tuoi
va /hoac suy nhugc co thé.
Can thuong xuyén theo ddi bénh nhan cao tudi dé phat hién cac tac dung khong mong mudn cuia
thude ddi voi vide dung ddng thoi vai cac thude khic. danh gid chirc ndng than, gan va tim mach
khi st dung thude.

- Anh huong dén mat
Céc roi loan tam nhin da duoc bao cdo khi sur dung thude chong viém khong steroid, do dé cac
bénh nhan bi rdi loan thi giac can duge danh gia thi luc thuong xuyén trong khi diing thude.

- Téc dyng trén tim mach va mach mau ndo
Theo ddi va tu van phu hop la can thiét cho nhitng bénh nhan ¢6 tlen str cao huyét ap va / hodc
suy tim xung huyét nhe dén trung binh do sy tich nudce va phi né da duoc bao cao khi diéu tri
bing NSAID
Céc thir nghiém lam sang va dir li¢u dich té hoc cho thav viéc sur dung mot sd NSAID (dac biét ¢
lidu cao va diéu tri lau dai) ¢6 thé lam ting nguy co cac hién tugng huyet khdi dong mach (nhoi
mau co tim hodc dot quy). Khong c6 du dir li¢u dé loai trur nguy co nay dbi vai tenoxicam.
Bénh nhan bj tang huyét 4p khong kiém soat, suy tim sung huyét, bénh thiéu mau co tim cuc bd,
bénh dong mach ngoai bién, va / hodc bénh mach médu ndo nén dugc diéu tri bang tenoxicam sau
khi xem xét can than. Can cin nhic twong ty trude khi bit dau diéu tri lau dai trén cac bénh nhan

. sl
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- Nguyco huyét khdi tim mach:
Cac thudc chdng viém khong steroid (NSAID), khong phai aspirin, dung dudng toan than, c6 thé
lam tang nguy co xuét hién bién cb huyét khéi tim mach, bao gom ca nh01 mau co tim va dot
quy, €6 thé dan dén tir vong. Nguy co nay c6 thé xuat hién sém trong vai tudn dau ding thudc va
c6 the tang Ién theo thoi gian dung thude. Nguy co huyét khdi tim mach duoc ghi nhan cha yéu ¢
liéu cao.
Bac si can dénh gia dinh ky su xuat hién cta cdc bién ¢d tim mach, ngay ca khi bénh nhan khong
¢6 cac triéu chimg tim mach trude do. Bénh nhén can dugc canh bao vé céc triéu chimg cua bién
¢b tim mach nghiém trong va can tham kham bac si ngay khi xudt hién cac triéu chimg nay.
Pé giam thiéu nguy co xuat hién bién c6 bét loi, can sir dung Bart & lidu hang ngay thip nhat c6

hiéu qua trong thoi gian ngén nhét c6 thé. v
- Téac dung ha sot @
Thudce ¢6 thé che dau céc triéu ching cua nhiem khuan. /

- Xét nghiém

NSAID uc ché tong hop prostaglandin than va do d6 ¢6 thé ¢ tic dung khong mong mudn dbi
v6i huyét dong hoc & than va can bang mudi-nude. Can phai theo ddi thuong xuyén cac chi sb
xét nghiém trén bénh nhan nhat vé chirc nang tim va than (BUN, creatinin, su tang phu né, ting

...) khi str dung thudc trén bénh nhan c6 kha ning lam tang nguy co suy than, nhu c6 tien sur
benh ly 0 than, suy giam chirc ndng than ¢ bénh nhan tiéu dudng, Xo gan, suy tim sung huyet
giam thé tich tuan hoan hodc diéu tri dong thoi v6i thude doc véi than, thude loi tiéu va
corticosteroid. Nhém bénh nhan nay c6 nguy co dic biét trong giai doan trude va sau phau thuat
16n do kha nang mat mau nghiém trong. Do d6 can gidm sat chat ch& bénh nhan trong giai doan
hau phdu va hoi phuc.
Do ty 18 cao lién két véi protein huyét tuong cua tenoxicam, can than trong khi ndng do albumin
trong huyét tuong giam déng ké.
Canh bao voi ta duoc: Thuéc ¢o chira lactose
Bénh nhan ¢6 céc van dé di truyén hiém gip khong dung nap galactose, thiéu hut Lapp lactase
hodc kém hap thu glucose-galactose khong nén dung thude nay.
Str dung thude cho phu nir ¢6 thai va cho con bu
Kha nang sinh san
Viée st dung tenoxicam, ciing nhu bat ky loai thude nao e ché su tong hop cyclooxy genase/
prostaglandin, ¢6 thé lam giam kha nang sinh san va khong dugc khuyén cdo ¢ phu ntr ¢b ging
dé thu thai. O nhiimg phu nir gap kho khén trong viée thu thai hodc dang trai qua diéu tra vo sinh.
khong nén sir dung thude.
Phu nit co thai
Uc ché tong hop prostaglandin ¢6 thé anh huong xau dén thai ky vavhodc su phat trién cua phoi,
bao thai. Dir ligu tir cdc nghién ctu dich t& hoc cho thay ¢6 nguy co say thai. dj dang tim. ching
phoi rudt bam sinh da xuat hién khi su dung cac chét trc ché prostaglandin trong giai doan dau
cua thai ky. Nguy co chic chan vé di dang tim mach ting tir dudi 1%, lén dén khoang 1, 5%.
Nguy co nay tdng theo lidu va thoi gian diéu tri. O dong vat, viéc st dung mot chét tc ché tong
hop prostaglandin dé cho két qua 1a 1am tang say thai. Ngoai ra, nhimng truong hop di dang khac
nhau, ké ca tim mach, di dugc ghi nhan trén dong vat khi sur dung chat (rc ché tong hop
prostaglandin trong giai doan hinh thanh cac co quan. Trong 3 thang dau va 3 thang gifta cua thai
ky, khong nén dung tenoxicam trir khi cin thiét. Néu tenoxicam duoc st dung & phu nit ¢ ging
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- trong 3 thang dau va 3 thang giira cua thai ky, liéu diéu tri nén & muc thdp nhét c6 thé
va trone thoi gian noan nhit.

Trong ba thang cudi cua thai ky, tat ca céc chat trc ché tong hop prostaglandin c¢6 thé anh hudng
dén phoi thai nhi:

- Doc tinh tim phéi (déng sém bng dong mach va ting ép phdi nguyén phat);

- Réi loan chirce ning than, c6 thé tién trién dén suy than cung véi chimng it dich 0 bi;

Thudc anh hudng trén me va tré so sinh vao cudi ky mang thai véi cdc phan (mg nhu:

- C6 thé kéo dai thoi gian chay mdu, tic dung chong két tap tiéu clu co thé X4y ra ngay ca & lidu
thap

- Uc ché céc con co tur cung dan dén cham chuyén da (@

Do d6, chdng chi dinh dung tenoxicam trong 3 thang cudi cuia thai ky

Phu nir cho con bu /

1
A

Trong c4c nghién ctru vdi s6 lugng ¢6 han, NSAID ¢6 thé xuat hién trong sita me véi nong'do rat
thap. Tranh dung thudc khi dang cho con bu.

Dua trén nhitng phat hién khi str dung don liéu, mot luong rat nho (gid tri trung binh dudi 0,3%
lidu) cua tenoxicam di vao sira me. Khong c¢6 bing chimg vé phan (g bat loi & tré so sinh bu me
khi dung thude. Tuy nhién, tré so sinh nén duoc cai sita hodc phu nit cho con bu ngung ding
thude.

Anh hwéng dén kha ning lai xe, vAn hanh may méc

Céc tac dung khong mong mudn nhu chéng mit, budn ngu, mét moi va rdi loan thi gidc ¢6 thé
xay ra sau khi dung NSAID. Bénh nhén can thin trong khi 1ai xe hoac van hanh may moc.
Tuwong tac, twong Ky cta thude:

- Cac thude giam dau khac bao gdm cac chét tc ché chon loc cyclooxygenase-2

Tranh su dung déng thoi hai hodc nhiéu hon cac thude NSAID (bao gém ca aspirin) vi ¢o thé
lam tang nguy co xudt hién céc tic dung khong mong mudn.

- Acetylsalicylat va salicylat

Salicylat c¢6 thé loai bo tenoxicam tir céc vi tri lién két protein huyét tuong va do d6 lam tang do
thanh thai va thé tich phan b cua tenoxicam. Diéu tri dong thoi véi salicylat nén tranh vi ting
nguy co phan (mg bt loi (dac biét la duong tiéu hoa).

- Thude khéng acid va thude ddi khang thu thé H2

Thude khang acid c6 thé lam giam ty 1&, nhung khong giam mirc do hap thu cua tenoxicam. Su
khac biét khong ¢ y nghia l[am sang. Khong ¢6 sy tuong tac nao duoc tim thdy v&i cimetidin khi
duing dong thoi.

- Thude chong dong méau

Tenoxicam ¢6 lién két cao voi albumin huyét thanh va ciing gidng nhu tat ca cac NSAID khéc,
thude ¢6 thé tang cuong tac dung cua thude chéng dong mau nhu warfarin. Theo doi chat ché tac
dung cua thude chong dong mau va cic thuoc. ha dudng huyét dudng udng duge khuyén céo. dac
biét la trong giai doan ddu diéu tri voi tenoxicam. Khong ¢d tuong tac voi digoxin duge quan sat
trén 1am sang. O nhirng ngudi khoe manh, khong ¢ su tuong tac trén 1am sang gitra tenoxicam
va heparin trong lugng phan tir thap.

- Glycosid trg tim

NSAID ¢6 thé 1am tram trong thém tinh trang suy tim, giam GFR (murc loc cau than) va tang
ndng do glycosid trong huyét tuong khi phdi hop véi glycosid trg tim.

- Ciclosporin

Ciing nhu tat ca NSAID, can than trong khi ding dong thdi véi ciclosporin vi tdng nguy co doc
than.

wa Vi



Gu trén dong vat cho thay NSAID c6 thé 1am tdng nguy co co gidt lién quan dén khang
sinh quinolon. Bénh nhan dung NSAID va quinolon c6 thé ¢6 nguy co bi co giat.

- Lithi

Thude chdng viém khong steroid da duoc bdo cdo cb tac dung giam su thai trir lithi. Néu
tenoxicam dugc ké cho bénh nhéan dang diéu tri béng lithi, tan suét theo doi nc“mg do lithi trong
mau nén tang lén, bénh nhan dugc canh bao uéng nhiéu nude va nhan biét cac dau hiéu nhiém
ddc lithi.

- Thudc loi tiéu va ha huyét ap
Cac thube khang viém khong steroid c6 thé giir natri, kali va chét long, c¢6 thé gdy giam hiéu qua
ctia thude loi tiéu, 1am ting nguy co doc than & cac NSAID. Piéu nay nén duoc luu y khi diu tri
cho bénh nhan bi suy tim hodc cao huyét ap vi c6 thé lam anh hudng dén tinh trang bénh.

Khong c6 su tuong tac dang ké vé mat lam sang giira tenoxicam va furosemid nhung tenoxicam
lam giam tac dung ha huyét ap cua hydrochlorothiazid. Ciing gidng cac NSAID khac, tenoxicam
c6 thé lam giam tac dung ha ap ctia thudc chen alpha-adrenergic va chét tic ché ACE.

Khéng ¢6 su tuong tac nao di duoc bao cdo giira tenoxicam va céc chit chu van alpha adrenergic
trung wong hoac thude chen kénh calci.

Khong ¢é su tuong tdc lam sang giira tenoxicam va atenolol. Trong céc thu nghiém lam sang,
khong cé su tuong tac nao dugc bdo cdo trén cac bénh nhan diéu tri déng thoi tenoxicam vdi cac
san pham digitalis. Do d6 viéc dung dong thoi tenoxicam va digoxin dudng nhu khong ¢6 rui ro
[6n.

- Methotrexat

Can than trong khi dung dong thoi véi metotrexat vi kha nang tang ddc tinh cuia metotrexat do
NSAID da dugc béo cdo lam giam thai trir metotrexat.

- Thude diéu trj tiéu dudng dung dudng udng

Hiéu qua lam sang cua thudc diéu tri tiéu duong dung dudong udng nhu glibornurid,

glibenclamid, tolbutamid, ciing khong bi anh huong boi tenoxicam. Tuy nhién, ddi véi cac
NSAID khéc, nén theo ddi can than khi bénh nhan ding dong thoi tenoxicam véi thude diéu tri
tiéu dudong dung dudng udng.

- Colestyramin

Colestyramine c6 thé lam ting d¢ thanh thai va lam giam thoi gian ban thai cua tenoxicam.

- Dextromethorphan

Viéc st dung dong thoi tenoxicam va dextromethorphan ¢ thé lam tang tac dung giam dau so
vai don tri lidu.

- Thirc an

Mirc dd hap thu cua tenoxicam khong bi anh huong boi thire an, nhung ty 1¢ hip thu (Cmax) c6
thé cham hon & trang thai doi.

- Céc tuong tac khac )

Pidu tri dong thoi probenecid va tenoxicam ¢6 thé lam tang nong do tenoxicam trong huyét
tuong. Y nghia lam sang cua quan sat nay chua duoc xéc dinh.

- Mifepriston )

Khong nén dung NSAID trong 8 - 12 ngay sau khi dung mifepriston vi NSAID c¢6 thé lam giam
tac dung cua mifepriston.

- Corticosteroid

Cling nhu tat ca NSAID, can than trong khi phbi hgp v&i corticosteroid vi ting nguy co loét tiéu
héa hodc xuét huyét
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g nguy co xuat huyet tiéu héa khi dung dong thoi céc thude chong két tap tidu cau va céc
chat trc ché tai hép thu chon loc serotonin (SSRIs) duge két hop véi NSAID.
- Tacrolimus
C6 the ¢6 nguy co gdy ddc vdi than khi dung NSAID véi tacrolimus.
- Zidovudin
Cé nguy co cao vé doc tinh vé huyét hoc khi dung NSAID véi zidovudin. C6 bang chimg vé
nguy co ting huyét kh6i va méu tu & bénh nhan nhidm HIV (+) duoc diéu tri dong thoi véi
zidovudin va ibuprofen.
- Vang/penicillamin
Khong ¢6 tuong tac 1dm sang ¢6 lién quan dugc tim thdy & mot sb it bénh nhan diéu tri bang
penicillamin hodc vang dung duong tiém. 875
Tac dung khﬁng mong mudn cia thube T
Thong thuong céc tic dung khdng mong mudn duoc béo cdo & mae do nhe va thoang qua. O mot
ty 1¢ nho bénh nhan, viéc nglmg diéu tri do cac tac dung khong mong mubn la can thlet
Céc phan (mg ngoai y dugc phan loai theo tan sudt va hé co quan. Cac loai tan sudt dugc xac
dinh theo quy ude nhu sau: RAt thuong gédp (> 1/10), Thuong gap (= 1/100 dén < 1/10), It gdp (=
1/1 000 dén < 1/100), Hiém gap (> 1/10 000 dén < 1/1 000), Rat hiém gip (< 1/10 000), Chua
biét (chua xac dinh duoc tir nhitng dir liéu hién c6).
Roi logn mau va bach huyét
Tan suat khong blet chimg mét mau, thleu mau, thiéu mau bat san, thiéu mau tan huyét, giam
bach cdu, giam tiéu cau, hoi chimg ban xuat huyét giam tiéu cau huyét khoi, ting bach cau ua
eosin
Roi logn hé mién dich
Tan suat khong biét: phan mg qué man nhu hen, phan (g phan v¢, pht mach
R6i loan chuyén héa va dinh dLm’ng
Thuong gép: Chan an
Hiém gip: Céc bat thuong vé chuyén hoa (nhu tang duong huyét, tang can / giam cin)
Réi loan tam than
Hiém gap: roi loan Olac ngu (v1 du nhu chirng mat ngu), tram cam, lo lang glac mo bat thuong.
Tan s6 khong biét: trang thdi rdi loan, do gidc
R6i loan hé than kinh
Thudng gap: Chong mat, nhirc dau
Tan suat khong biét: Ngu lo mo, di cam
Roi loan thi gidc ) )
Tan sb khong biét: rdi loan thi gidc (nhu thi luc kém va thi luc mo). mét sung, kich img mat
Réi loan tai va mé dao
Hiém gdp: chirg chong mat
Tan suat khong biét: U tai
Réi loan nhip tim
Hiém gap: danh trong nguc
Tan sut khong biét: suy tim
Kha niang gap suy tim xung huyét & bénh nhan cao tudi hodc nhirng ngudi c6 chie nang tim bi
ton thuong nén dugc ghi nhé.
R6i loan mach mdu
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yet kh01 tim mach (vi dy nhdi méau co tim hoic dot quy - xem thém phan canh bdo
ong) Téan suét khong biét: viém mach, cao huyét ap

Roi loan ho hap long ngue va trung 1 that

Hiém gap: co that phe quan, hen suyen ndng, kho tho

Tan suat khéng biét: chimg dau that nguc

Co that phé quan va hen suyén tram trong da dugc bo c4o sau khi diéu tri v&i NSAID.

Roi loan tiéu héa

Rat thuong gdp: dau da day, viung thuong vi va dau bung va khé chiu, chimg khé tiéu, budn nén,
ndn mtra, dy hoi, téo bén, tiéu chay, kho tiéu, dau da day, viém da day

Thudng gip: xuat huyét tiéu hoa, thung da day ruét, viém loét da day rudt, doi khi gay tor vong
dac biét ¢ ngudi gia, chimg xuét huyét, phan den, tdo bdn, tiéu chay, loét miéng, viém da day,
kh6 miéng, lam tram trong thém tinh trang viém dai trang va bénh Crohn

Rét hiém gdp: viém tuy

Réi loan gan mdt

ft gap: tang men gan /&
Tan suat khong biét: viém gan, vang da

R6i loan mé da va mé duéi da /
it gap: ngira, hdng ban, ngoai ban, phét ban, néi may day

Hi}ém gap: viém da bong nudc.

Rat hiém gap: phan tmg bét loi nghiém trong vé da (SCAR): hoi chirg Stevens-Johnson, hoai tir
biéu mo

Tan so khong blet phan Umg tdng nhay cam véi anh sang.

Céc rdi loan vé mong: phan tmg nhay sang va rung toc da duoc bao cao 1a hiém khi xuat hién khi
diéu tri véi NSAID.

Réi loan thén va tiét niéu

it gdp: tang uré mau hodc creatinin

Tan suét khong biét: doc than (vi du nhu suy than, viém than k&, hdi chirng than hu, tang uré
mau hodc creatinin).

He fho'hg sinh san va roi loan vi

Céc truong hop anh huong dén kha nang sinh san o nir gigi da duoc bao cdo véi cac thude e
ché tong hop cyclooxygenase / prostaglandin bao gdm tenoxicam.

Réi loan tong qudt

[t gap: mét moi, phi

Tan suat khong biét: Kho chiu

Thong bdo ngay cho bdc si hodc dwopc i cic tic dung khdng mong muén gap phai khi sie
dung thube

Qua liéu va cach xir tri

No6i chung, céc triéu ching qué licu NSAID thudong bao gdm budn non, ndon mua, dau thuong vi.
hiém khi thdy tiéu chay. chay mau dudng tiéu hoa. u tai. dau dau, thi luc m& va chong mat. ba
¢6 nhiing bao cao doc 1ap vé doc tinh nghiém trong hon sau khi nudt phai mot sb lugng 16, bao
gom dong kinh, kich thich, ha huyet ap, ngung tho, mat can bang dién giai va suy than. Co that
phe quan tram trong cling ¢o thé Xay ra

X tri:

Bénh nhan can dugc diéu tri triéu chimg. Trong truong hop dung qua liéu, ngung ding thudc, va
str dung than hoat tinh, c6 thé chi dinh chat tay rira da day, thudc giam dau va thudc e ché bom
proton. Trong vong mdt gi¢ sau khi nudt phai mot luong 16m, than hoat tinh phai dugc cén nhic
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chat ché chuc nang than va gan Benh nhan phai duorc theo doi trong it nhat 4 glo sau nudt phai
liéu cao. Co giat thuong xuyén hodc kéo dai nén duge diéu tri bang diazepam duong tiém tinh
mach. Cac bién phap khéc ¢ thé dugc dua ra dua trén tinh trang 1am sang ctia bénh nhan.

Quy cach dong gobi:

Hop 3 vi x 10 vién nén bao phim/vi, kém hudéng dan sir dung

Piéu kién bao quan:

Bao quan trong bao bi kin, tranh 4m, tranh 4nh séng, & nhiét do dudi 30°C.

Han dung cua thube: :
36 thang ke tir ngay san Xuét

Tiéu chuin chit lwong cia thude ‘
TCCS —

Tén, dia chi cua co sé san Xuét:
SPECIAL PRODUCT’S LINE S.P.A (DPia chi: Via Fratta Rotonda Vado Largo, 1 03012
Anagni (FR) Italia

TUQ.CUC TRUUNG
P. TRUONG PHONG



