Rx

PAINNIL

Vién nén Piroxicam 20 mg

Thym- nay chi dung theo dom thuoc. Dé xa tam tay tré em. Doc ki
hwomg dan si dung tneoc khi ding h

1. Tén thudc PAINNIIL

2. Thanh phin: M3i vién nén c6 chin
- Thanh phan hoar char: Piroxicam 20 mg.

‘77:.mh phin ta dinpe Lactose monohydrat, unh bit ngd, povidon
K30, bt 1alc, magnes: stearat

3. Dang bao ché: Vién nén.

- Mo (a san phun} Vién n?n phing det, khong bao. mau lning dén
hq1 vang nhat, cau tric dong nhit, mot mit ¢o vach chi
Vien vién tron nhin

Khong bé vién thuoe theo vach chia dé chia hiéu.

4 O giira,

4. Chi dinh

Piroxicam 14 thude chdng viém khong steroid (NSAID) tyroe chi
dmh de gu’am{ cac lrléu chimg do viém Xuong khdp (hzm( ‘;‘:n cit
;h}::[; .hu‘l Khop), viém khdp dang thap hodc viem et song dinh
Quy¢t dinh ké don prroxicam nen dira trén (4
th¢ cua img bénh nhin (xem myc C I\éng chi
thin trong khi ding thuoc)

nh gla nguy co l(\ng
dinh vi Canh bao v

3. Licu dung, cach dung

Li¢u ding

C}:\‘i cac :dt Sy Ct’;\hi-’\h }r]\ghlém trong viée chin dodn va diéu tri bénh
nhan mac viem Khop hodc thoj : - 3

thude Painnil cho bgnh n;‘\iu:‘.‘m' i o
Liéu khuyén cfao to1 da moi ngay la 20 mg

Nén dung thude licu thip nhat ¢o héu qu::a vi trong thén gian diéu
m_?gﬁt'l nhat phu hop vén muc dich diéy tr] cua ngudn bénh, dé g1am
thncu tac dung Khong mong muén cé thé xay ra. Lo ich v;i an toan
cua nguan b¢nh phai duge danh 214 lai sau moi 14 ngdy. Néu cin

»
y

1hlél t,lcp' tuc dicu tn phai dénh gia lai thudmg xuyén.

bi c6 bao cdo piroxicam ¢6 lién quan dén vic lam ting nguy co
bler: chl.mg trén durdmg tiéu héa, phai cin nhitc dung két hop véi cic
thude bao v¢ niém mac da day (nhu misoprostol hd{\c thudc trc che
txzm p‘rroton). dac bigt & ngudn cao tudr.

Cap giam sit can than khi sir dung thude & ngudi cao tudi, bénh
nl'lan c0 thé chit yéu hoiic suy nhugc co thé do kha ning chju dugre
cac tac dung khong mong muon kém hon, Cling nhu céc thude
NSAID khic, can thin trong khi sir dung thude & nguei cao tudi ¢6
kém suy gidm chirc ning thén, gan hojic tim mach.

Cach dung

Thude ding dudmg udng. Nén uong thude vai mot cde nurde trong
bira an.

Néu bénh nhin quén udng mat liéu thude, thi nén uéng li¢u thude
dd quén ngay khi nhé ra. Ncu gan t&1 thon gian udng licu ticp theo,
hiy bo qua [icu quén dung, va uong licu tiép theo nhur binh thuomg.
Khong uong cung luc 2 liéu.

Khong ¢6 yéu cau gi dic biét vé viée xir ly thude sau khi sir dung.

6. Chong chi djnh

- Co tién sir loét da day-rudt, chay mau hojc thung ong tiéu hoa.

- Bénh nhin ¢6 tién sir roi loan tiéu héa (viém da day hojic rut) dan
t&i roi loan chay mau nhu viém loét dai trang, b¢nh Crohn’s, ung
thir dng tiéu héa holic viém tui thira. Bénh nhan bj loét da day ticn
trién hodic xuit huyét iéu hoda.

- Khi dang ding NSAID khic, bao gom thuée NSAID ire ché chon
loc COX-2 va acid acetylsalicylic véi liéu giam dau.

- Khi dang dung thudc chong dong mau. ‘

- Qué man v puroxicam hodc bat ky thanh phan ta duge nao ¢
trong thuc‘yc

- C6 uén sur gép cac phan img nghiém trong ngoai da (khong tinh
dén 40 nghiém trong) véi piroxicam, cac NSAID khac hodc véi
cac thude khac, dic biét 1a cac phan img ngoai da nhu: hong ban da
dang, hoi chimg Stevens-Johnson, hoai tir biéu bi nhiém dgc (TEN).
- Khi da c6 tnéu chimg hen, polyp miii, phu mach hodc may day
trong khi diing aspirin hodc céc thudc NSAID khéc.

- Suy im nang.

- 3 thang cuoi thai ky & phu nir c6 thai.

7. Canh béo va thin qun;; khi ding thudce

Téc dung khong mong muon cb thé duge giam thicu khi dung u)uég
liéu thap nhat c¢6 hiéu qua va trong thoi gian diéu tr] ngan nhat dé
kiém soat céc tri¢u chimg.

Lai ich va an toan cua ngudi bénh phai duge danh gi la1 dinh ky
va phai ngumg dung thubc ngay lap tac khi thay xuét hién cac phin
(mg diu uén & da hojc trén duomg tiéu hoa.

Anh huomg trén duong tiéu hoa, nguy co loét, chay mau va thung
deomg tiéu hoa.

Ciing gidng nhu cic thuoe NSAID khéc, piroxicam ¢0 thé gy cic
phan (mg nghiém trong trén dudmg tiéu hoa nlznu ’chéy mau, loél va
thung da day, ru¢t non hodc rudt gia, va ¢6 thé diin dén tr vong. O
cac bénh nhén dang dung cac thuoc NSAID, nhxt'mg lac dung khong
mong muoOn nghiém trong nay co6 thé xay ra bat cir thon diem ndo,
c6 hodc khong c6 cac tri¢u chimg canh bao. |

Ding NSAID trong thoi gian ngin va kéo dai déu ldm ting nguy
co gap phai cac phan (mg nghicm trong ’lrén. duCr'ng ticu hﬁéu. B&ng
chimg tir cac nghién clru quan sat cho thay vigc su dung piroxicam,

ciing nhu cac thube NSAID khac co6 theé lién quan dén nguy co cao
gé?' doc tinh nghiém trong trén du?ng tiéu hoa. ]

Doi voi nhimg bénh nhin c6 cac yeu 10 nguy co Xuat h‘lén cic phéq
(mg nghiém trong trén duong tiéu hoa, chi dang piroxicam sau khi
cin nhéc can than. : ‘ i

Phai ciin nhic can thin dung ket hgp voi cac thuoc bao v¢ mém mac
da day (nhu misoprostol hodc thube e ché bom 'prnlon).

Cac bién chimg nghiém trong trén duong llél‘f ho‘a

Céc doi wong b¢nh nhin duge xac dinh LO yeu to nguy €o.
Nguy co xuat hi¢n cac bién chimg nghiém rong: (rén duong ticu
hoa tang theo do tudi. O bénh nhén trén 70 tubi cO nguy €O Cao g{)p
phai cac bién chimg nay. Khong ding thudc cho cic bg¢nh nhin
trén 80 tudi. | s
Tang nguy co xuét hién cac bién chimg nghicm lf(,mg'lrcn dum:g
titu hoéa ¢ cac bénh nhan dan}; dung dong thon vé'lx .céc thuoc
corticosteroid duomg uong, thuoc e ché sy ta thu xhon chon lgc
serotonin (SSRI), hodc thube chong ket tap teu cau (nhu acid
acetylsalicylic liéu thap). Ciing nhu céc thuoc NSAID khac, ph.m
can nhic dang ket hop VOl cac thuoc bao Ve nlém’lmfl;c (L'.I' da')f
(nhu misoprostol hodc thube Uc che bom proton) khi dicu tr) van
piroxicam trén nhimg b¢nh nhin ¢O nguy co. -
Cin canh bao cac dau hi¢u va tnéu chimg ve loét vivhoic chay mau
duong tiéu hoa trong qua trinh dung piroxicam cho 'bénh_ nhzl;n va
bac sy dugc biét Bénh nhin phai thong bao khi xuat lll({n bat‘ ky
tri¢u chimg nao mo1 hodc bat thuomg ¢ bung trong qua ln.nAh dm}g
thube. Trong qué trinh ding thudc, néu nghi ngo xuat hign bien
chimg trén duomg tiéu hoa, phai ngumg su dung piruxnca.un' ngay
lap tue va cin cén nhic dé 1am thém danh gid lam sng va dicu ]
ho trg. | ,‘ 3
Chn theo doi va thin trong khi dung thude ? céc b¢nh 'nhu{\ cO lién
sUr LAng huyet dp vivhodc suy tim sung huyet i nhe d{;n via, vi da
o bho cdo glp hi¢n wong U nude va phu lién quan dén vige dung
ciic thube NSAID. ‘

() ¢iie bénh nhin by ting huyet ap khong kiém sodl, suy Uim sung
huyét, bénh tm (thitu mau cye by, bénh dong muc!n ngoyl blcq
(PAD), vivhoge bénh mach miu nio, ¢hi d(mx prroxicam N khi
clin nhic ¢ln thin, Clng phai cln nhic chn thin trude khi bie diu
didu trj trong thoi gian dai vai piroxicam & cic bnh nhin ¢6 cic
yiu 1b nguy co mhe cic bénh vé tim mach (nhu: tng huyét dp, ting
lipid miu, di thio dutmg, hat thude).

*'-

4 »

Dyra trén dit li¢u thir nghi¢m lam sang va dich (e hoc cho thiy viec
dung mot <O thude NSAID (dic biét khi dung hiéu cao vdr trqr)g
thon gian kéo dar) co hén quan dén vige lam ting nguy co xual lm_"n
huyét khoi dang mach van ty 1€ nho (nhar nho1 mau co tm hl:'&c (lpl
quy). Khong co diy di cdc dit li¢u, nguy co trén c6 the xual hign
Khi dung piroxicam ‘
Clin thin trong khi st dung thuoc
ey fun tro A ('"6"“'“:" :‘z‘(-:)huvén héa CYP2C9 kém

Clc b + a3 widt hodic nghi ngd c6 chu; ‘ _
( \ranl:rg;nt?é?lhm'l ;:dnl;: Lllngl:‘l(\’:':l? l;'(n :}10 co chiit khac cua ( YP2( ‘)
pl'u\. thiin “Ull\'l:;h: dung piroxicam 0 cic bénh nhin nay df’ Lhuyg"

1 CYP2cg té'" c6 thé 1am giam d thanh thi ctia piroxicam dan
dcn ting ¢y, bit thiromg nong dd thubc trong mau (xem Muc Djc

P’MH' "".Q & da

Dﬂ,cé bio c4o vé cac phan img & da de doa dén tinh mang (nhur ho1
chimg Sieyens-Johnson (SJS) va hoai tir biéu bi nhitm dde (TEN))

khi d(lng prroxicam
= A . B - A L ' : ’
Bénh nhan phai cin theo doi chiit ché che diau hi¢u va tri¢u chimg

cia cac phan img xudt hi¢n trén da. Nguy co xay ra SJS hojic TEN
van ty ¢ cao nhit 1a trong nhimg tuin dau dicu try véi thuoc.

Néu xudt hién cac trn¢u chimg hofic diu hi¢u cta SJS hoic TEN
(nhu: phat ban da tién trién thuong xuat hién mun nude hojc ton
thuong niém mac), phar ngung dung piroxicam.

Viée kiem sodt tot nhét SIS hodc TEN la cin chan doan sém cic
tinéu chimg va dau hiéu, va ngimg str dung ngay lip tirc voi bit ky
loai thudc nghi ngd nao. Tién lugng tot hon ¢6 lién quan dén vige
ngimg ding thuoe sém.

Khang ding piroxicam néu bénh nhéin di c6 tién sir xuéit hi¢n SIS
hodc TEN khi dung piroxicam.

Hiém ¢6 bdo cdo \g cic phan tmg nghiém trong ¢ da, mot vai phan
{mg ¢6 thé din dén tr vong nhu viém da troc vay, ho1 chimg SIS,
va TEN lién quan dén viée dung cac thuoc NS{\I D. Bing ch(mg
thu duge tir cie nghién eiru quan sét duge cho thay dung piroxicam
lam xuit hién cAc phan tmg nghiém trong & da cao hon cac oxicam
khac. Bénh nhin xuat hién céc ph{m ({ng nghicm trong 'nz'ly von ty
1¢ cao nhat trong giai doan mdi bat dau diéu tri, chu yéu la trong
thang dAu ding thude. Cin ngimg sir dung piroxicam khi thiy xuat
hién cac phan img ddu tién cua phat ban da, ton thuong niém mac,
hodic bt ky ddu hi¢u qui min nao khic.

Cin than trong khi dung piroxicam trén b¢nh nhén suy giam
chirc nang than, gan va tim mach. Hiém thz‘ly cac truomg hop
thube NSAID c¢6 thé gdy viém than ke, viem cau than, h'oai' tur
nhi thin va hi chimg thin hu. Cac thuoc NSAID @c ché tong
hgp prostaglandin, la chat déng vai tro ho trg trong viée duy tri su
tud mau & than trén nhimg bénh nhan giam luwu lugng mau va thé
tich mau dén thin; & nhimg bénh nhéin nay khi sur dung cac thuoc
NSAID c¢6 thé giy ra suy thiin mit b, sau d6 ¢ thé hoi phuc lai
trang thai ban dau khi ngimg diéu trj véi cic thude NSAID. Bénh
nhan ¢O nguy co cao nhat gip phan g nay 1a cac b¢nh nhan b
suy tim sung huyél, x0 gan, h¢1 chimg than hu va roi1 loan than man
tinh; cdc bénh nhin nay phai dugc theo doi can thian trong qua trinh
diéu tri véi cac thuée NSAID.

Pa ¢6 bao cao gip cac phan ing bét Igi vé mat trong thoi gian ding
cac }huc‘)c NSAID, nén can kiém tra nhin khoa tron g thon gian dung
thuoc & nhimg bénh nhan ¢6 van dé vé th giac.

Suy giam kha nang sinh san o nir gici

Su dung piroxicam co thé gy suy giam kha ning sinh san & nir
g101, nén khong khuyen céo dung thuoc cho phu nir dang c¢6 v dinh
co thai. Can cin nhac khong dung piroxicam doi vén phy nir gap
khé khin trong qua trinh thy thai hodc dang trong qua trinh diéu
tr1 vO sinh.

Nguy co huyét khoi tim mach:

Ciéc thuée NSAID, khong phai aspirin, dung duong toan than, co
thé lam ting nguy co xuat hién bién cd huyét khoi tim mach, bao
gdm ca nhdi mau co tim va dét quy, c6 thé din dén tir vong. Nguy
co nay c6 thé xuat hién sém trong vai tuan ddu ding thuoe va co
thé ting 1én theo thoi gian ding thude. Nguy co huyét khoi tim
mach duge ghi nhan chu yéu & liéu cao.

Bac si can danh gia dinh ky sur xudt hién cua cdc bién cd tim mach,
ngay ca khi b¢nh nhan khong co céc tri¢u chimg tim mach truoc
d6. Bénh nhin can duge canh bao vé cdc triéu chimg cua bién ¢o
tim mach nghiém trong va cin thim kham bdc si ngay khi

xuat hién cdc triéu chimg nay.

Dé g1am thicu nguy co xuat hién bién co bat o1, can st dung
piroxicam ¢ licu hang ngay thip nhat ¢d hi¢u qua trong thoi

gian ngdn nhit co the.

Thude ¢6 chira ta duge lactose monohydrat, nén khong dung
thude cho cde bénh nhin mic cde bénh di truyén hiém gip

nhu khong dung nap galactose, thi¢u hut men Lapp lactase

hofic kém hilp thu glucose-galactose.

a ’ A B
rén cdc bénh nhiin cO tien su mac

8. Surdyung thube cho phu nir ¢6 thai va cho con bu

= Phy ntr ¢6 tha:

Trong cac thar nghi¢m trén dong vat khong quan sat thay
ddc tinh gy quai thai, nhung sir an todn khi ding piroxicam
cho phy nir ¢6 thai hodc cho con bu chua duge thiét 1ap.
Piroxicam trc ché tong hop va giai phong prostaglandin thong
qua uc ché enzym cyclo-oxygenase ¢d hoi phuc. Gidng nhu
cac thude NSAID khéc, piroxicam ¢6 lién quan den vige 1dng
ty 1¢ cdc ca d¢ kho va kéo dai thoi gian mang thai trén dng
vit ¢ thar khi dung thude vao cudi giai doan thai ky. Céc
anh huong di duge biét dén cia cic thuoc NSAID trén h¢
thong tim mach cia thai nhi (nhu: nguy co gay dong ong
dong mach thai nhi), do vily chong chi dinh dung piroxjcam
trong 3 thang cudi thai ky. Piroxicam con tre ché chuyen da
dé vi kéo dai qua trinh sinh d¢ kem gia tang hign tuong chay
mau O cd nguol mg va dira tré sinh ra.

Uc ché tdng hop prostaglandin co thé gay anh huong co h?i cho
phu nir c6 thai. Dir li¢u tr céc nghién ctru dich té hoc cho thay sau
khi dung cac thude tre ché tong hop prostagladin & giar doan sém
cuia thai ky lam tdng nguy co say that tu nhien. Tr@n dong vat, dung
cac thube e ché tong hop prostaglandin din dén tang kha ning
trémg khong lam 16 & tr cung. Khong dung cde thude NSAID trong
hai giai doan diu cua thai ky hodc khi chuyén da de, trir truong hop
néu lgi ich cho ngutm me vugt trgi so va1 nguy co do1 vin thai nhi.
- Phu nir cho con bu: ; ’
Piroxicam bai tiét véo sira mg khoang 1-3 % so vai nong do thuoe
trong huyét tuong. Khi ding thuoe Ién dén 52 ngay, khong thay cO
sur tich lily cua piroxicam trong stra me lién quan dén su‘tich Iy
cua thudc trong huyét tuong. Tuy nhién khong dung thudc trong
thai ky cho con ba vi chua xéc djnh d6 an toan cua thuoc khi dung
cho mg trong thoi gian cho con bu,

- Kha néing sinh san: ‘ e
Dua trén co ché tac dung, dung cic thuoe NSAID (bao gom ca
piroxicam) co thé giy kéo dai hoac‘ngé’m chiin qua ln'.nh phénﬂg
nodn, anh huong nay co lién quan dén hign tugng v0 sinh 0 mot
s0 phu nir. Cin cin nhic khong dung cac thuoc NS{\II\), bao gom
ca piroxicaim doi voi phy nir gdp kho khan trong qua trinh thy thai
hodc dang trong qua trinh diéu trj vO sinh.

9. Anh hudng lén Kha ndng lai xe, viin hiinh may moe

Tac dung khong mong muon nhu chong mit, budn ngu, mgt mo
v 101 loan thj giac ¢o thé xay ra sau khi dung cac thuoc NSAID.
Khong ldi xe, viin hanh may moc néu xult hién cac tae dyung khdng
mong mudn trén.

10, Tuong tie, tuong Ky cua thube

e Tuong tic: ‘
Cle thude khang acid (antacid): su dyng dong thor vor cie antacid
khong anh huong (o ndng dj cla piroxicam trong huyet tong.




Q "ll”l C:’]L‘ lhl](.\( NS \”), g(\n‘ ca Plrﬂ\!caln

oo thé 1am ting tic dung Cua cac thuoe chong dong mau (nhu
: . ; ) & ¢ L

warfarin). Khong sU dung dong thén prroxicam Vol cac thuée chong

44ng mdu (nhu: W arfanin) (xem muc Cht‘mg chl. dinh) |
‘ ' e ché swe tai thu hoi chpn

Cac thuoc chong ke
loc serotonin (SSRI
Canh bao va thin trong khi diung thuoe)

Aspirin va cac thuoc NSAID khac: cung
NSAID khac, piroxicam lam giam sy ket t
théni gian chay mau. Can hwu y anh hudmg ndy khi X
chiy mau cho bénh nhan

Khong su dung dfmg thm piroxicam vn acid acct)lsahcylic hojc
vin cac thuoe NSAID khac, do khong du dur li¢u chimg minh khi
dung két hop s¢ dem lat hicu qua tot hon ding don doc piroxicam,
khong nhimg thé, dung ket hop céc thudc ndy con lam tang NEUy
co gdp céc phan umg ¢6 hai. Cac nghién ciru trén ngudn da cho thay
ring str dung dong thon piroxicam vi acid acetylsalicyhic lam giam

A X ch g L : 5
ndng d6 piroxicam trong huyct nrong dén khoang 80% so vai nong

d6 binh thurdmg
Cac glycosid tim: cac thuoc NSAID c¢o the lam nghi¢m trong hon

am 16¢ 4o loc cau thin (GFR) v ting nong do

(ac thuoc (‘hm:g dun

i 1ap New cau va thuoc
) ting nguy co xuat huyet ticu hoa (xem muc

: | .
giong nhu cac thuoc
ip ticu cau va kéo dai
ac dinh thon gan

tinh trang suy tim, g1
glycosid trong huyet tuomg.
Cvelosporin, tacrolimus: €0 thé 1am ting nguy co dgc tren thin khi
dung dong thoi cac thude NSAID vai cyclosponn hojic tacrolimus.
Cimetidin: k& qua cua 2 nghién ciru néng biét cho thay o sir ting
nh¢ nhumg dang k& sy hip thu cua piroxicam khi ding dong v
cimetidin, tuy nhién, khong lam thay doi dang ké toe d¢ tha tnr
hodc thon gian ban thar cia piroxicam, Syr hflp thu cua piroxicam
ting nhe h:‘au nhur khong ¢6 v nghia lam sang.
Cde thuoc corticosteroid: ting nguy co gay loét hodc chay mau
duomg tiéu héa (xem muc Canh bdo va than trong khi dung
thudc)

Digoxin, digitoxin: dung dong thon piroxic
dlgi.tuxm khong anh huong dén m"mg dé trong huy€t tuong cua cic
thuoc nay

Thuoc i tiéu: cic thubc NSAID c6 thé gay tich lxl'l)' natri, kali va
mrdc trong co the va o thé anh hudng téi sy b tict nlatn' qua nuroc
tiéu cua thude loi uéu. Cac anh hudmg nay coO thé tram trong hon
khi dung ket hop céc thubc niy trén nhimg bénh nhén by cac benh
tim hodc tang huyét ap ,

Céc thube c6 lién két protein cao: Vi prroxicam lién ket van protein
s day chc thude khac ra khoi protein cua

cao, do d6 prroxicam ¢0 the Kho :
huyét twong. Cén theo ddi ngudi benh chit che A¢ dicu chinh héu

dung cua cac thude cho phu hop.

Lithi: di ¢6 bao cdo chc thuoc NSAID, bao gom ca piroxicam lam
ting nong do on dinh cua lithi trong huyét tuong, \i\'{l;’ can theo
dor chiit ché nong d¢ cua lithi trong huyét tuomg khi bat dau dicu tny,
khi lyra chon licu hay khi ngimg dung piroxicam.

Giong nhu cac thube NSAID khac, piroxicam c6 the trong tac vin
cac thude/ cac nhom thudc sau:

_ Thudc diéu trj ting huyét ap: gi
thuée diéu tr ting huyet ap.

- Methotrexat: phai thin trong i piroxicam lam giam d¢ thanh thai
ciia methotrexat dan dén ting ndng d methotrexat trong huyét
twong, lam ting doc tinh cia thuoe ndy, dic bidt khi sir dung licu cao.
- Cac khang sinh nhom quinolon: 6 thé lam ting nguy co gay co

am v digoxin, hoac

am tac dung ha huyét dp cua cic

giat. :
- Mifepriston: céc thude NSAID ¢6 thé 1am giam hiéu qua dé cham
dirt thai ky cta mifepriston. :
e Tuong ky: do khong c6 céc nghién ctru ve tinh trong ky cua
thube, khong tron lan thudc ndy véi cac thude khac.

11. Téac dung khong mong muon

Bang tom it cac phan tmg c6 hai: dugce phan nhém theo tan suat:
rit thuomg gip (ADR > 1/10), thudmg gap (1/100 <ADR < 1/10), it
op (1/1000 < ADR < 1/100), hiém gp (1/10000 <ADR < 1/1000),
rat hiém gip (ADR < 1/10000) va chua xac dinh dugc thn suat
(chua udc tinh duge dya trén cac dir liéu hién cd);

Roi loan méu va h¢ bach huvét ;
Thiéu mau, tang bach cau ua cosin, giam bach

i céu, gidm ticu cau

th{a y ac dinh duge Thiéu mau bat san, thi¢u mau tan mau
tin sui s

Roi loan hé thong mien dich

Chua xéc dinh dU0S pya fmo phan vé, bénh huyét thanh
tAn Suat

Réi loan chuyén héa va dinh duiong :

'Chén an, tang duong huyct

Thuong gip

Thuong gip |

It gép |Ha duomg huyét

(S xac dinh dugc Gir nudc

tan suat

R&i loan tim than . P
Chua xac dinh duge|Tram cam, 4 mgng, @0 giac, mal nfu, ror loan
an sudt '(am théin, thay doi tinh khi, bon chon

R6i Joan hé than kinh trung vong ;

Thuomg gap Hoa mat, chong mit, dau dau, lo mo !
C_’hua }ac dinh dugc Di cim

tansuat bl i i

Rbiloanvémat | S

It gap Nhin mo S5kil® 1 B3 1
C;hua o dinh duge Mt bj kich thich, sung mit

tan suat | NS LT g 2 W e __
Roiloan tai va taitrong S SR |
Thuong gap Utar bkl LA s
Qhua . c dinh du0C| Goam Khi ning nghe

1an suat | ‘i sabe
Roi loan tim mach e LS AP L -

it gap _|Danh trong ngyc PR |
Chura xac djnh duqcis .

2 £ uy tim

tan suat sl S v

oi loan mach mau_ = 4 Al

Qhug e dinh du("c;Viém mach, tang huyét 4p
tan sual f s SELIRETN |
Réi loan ho hap, ngye va trung that kgt SSY A
Chura xac dinh dugc) T T L S B S

B ik Co thit phé quan, kho tho, chay mau cam

Rbi loan hé tiéu hoa Yy A e
[Kho tiéu, dau bung, tao bon, ticu chay, dau

———

,r e, . vung thugng vi. day hi, buon ndn vi non
flgap  |Viemming

Chua xéc dinh dugc Viém da day, chay mau dudmg tiéu hoa (bao
g gom ca non ra mau va dai tign phin den), vicm

tan suat lootelerly
— ~|tuy, thang va loct

Roi logn gan mat » | |
Chura xéc dinh dugc/, .. an dbi khi gy 1 vong, ving da

A A
tin sudl

Réi loan thin vi duong tiét ni¢u

Hikm gip lVlém 'lhzfln' ké: hoi ching thin hu, suy than,
~ |hogi tu nhii thin
Rbi loan da va cacmb dudida
Thuong gip _lNg(m, phatbanda . ;
Phan (mg c6 hai nghiém trong trén da: hoi'
chimg Stevens-Johnson (SJS) va hoai tu biéu
: _binhiém dgc (TEN)
5Rung toc, pho m'ach, v!ém da troc vay, h(:)ng
Chua xéc dinh dugc bqn da dang, X}lél huy‘ét giam tiéu ciu mién
YIRS dich (ban xuat huyet Henoch-Schoenlein
(HSP)). bong troc mong, nhay cam v anh
Gk sang, may day, noi bong nudc
Réi loan sinh san v@{ & vi
gﬁiﬁ‘éc djon duqnguy giam kha ning sinh san & nir gioi
Citc rb

Rat hiém gap

——

logn toan thiin va vj tri dung thude. =
Phi tai vi tri dung thude (chu yéu tai mit cé

Thuomg glp

o 7 el T i e R s e
Chua xéac djnh duoc‘ o o
An sullt _, AKhécluu* 5 ;

X¢t nghi¢m '

Thuong ghp Lf{i:lg nong d§ transaminase huy¢t thanh, ting

rKlu’mg (hé khing nhin (ANA) duong tinh,

Chira xac dinh duge| h . SN ,
giam cln, giam hemoglobin va hematocrit

iin sudt

- ' & { : ’ \ . /
khiong lién quan dén chay mau duomg ticu hoa

Trén Tty J .
hoa 1 th L ti¢u hoa chic thc dll'l:}.! Hu:ng mong mudn trén hé tiéu
romg gdp nhat, tuy nhén phan Idn cace tae d WA

mong mu . | : ac the dung khong
i & on khong can tré licu trinh didyy try
( fu (.nnh gid khach quan v s\r‘hinh thinh 16p nidgm mac da diy
vil f(ll.ll hll)‘ét dudmg ruo! c\hu l?aly kh.l diing piroxicam 20 mg m
ngay don liéu hodic chia licu déu it gay Kich thich dudmg t1éu hda
hon khi dung aspinn

¢ b g 2
Mot so nghien cuu dich t¢ h
quan den cdic phan img ¢o h
ca0 hon mdt s0 thuoe NSAID khac, n
khing dinh trong (it ca cdc nghién ctru. Licu ¢

méi ngdy (trong thot gian nhicu hon vai ngfn)/)  the Jim ting ng
co giip phi cac tac dung khong mong muon tren ‘dmn‘lg ticu hoa,
nhumg doi khi cac tac dung khong mong {]lU()!’l nay cO the xay ra
ngay khi dung licu théap hom (xem phin Licu dung. cxifh ding) :

Phu, tang huyfl ap, va suy tim da dugc bao ¢ao llcn_.quan dcxn
vi¢e dung thuoe NSAID. Cén liru ¢ khi ding thube o ngural cao t‘un'u
hoiic cic b¢nh nhin by ton thuong chirc nang him mach, do thuo¢ €0

X : L. scllen ndre AAS |
thé giy suy tim sung huyct tren cic d6i nrgmg nay. iy

S . -~ - | 1 - A 2 TR ]
Thir nghiém lam sang va dir licu dich & hoc cho thay viéc dung mo

A ' A , v o1an di

<& thude NSAID (dic bict khi dung hic¢u cao vil tr(mgxlhm gian dai)
: ‘ " . ’ - ,‘ -

c6 the ling nguy co huyet khot tim mach (VI du: nhor mau ¢o fim

hodc dot quy) ‘
Nguy co huyct kKhortim mach (xem ph

khidnnu(huﬁc) 0.1
Chire niing gan: di quan sAt thity cac thay do chi sO 5
chire nang gan Cdc thay d6i m\y‘n‘nt hi‘ém khllxnykrzn. tu-y nh|’cn m‘:u
chc xét nghiem chire ning gan bit thuong xual hi¢n han d.u‘:n bl(;n
{u cdc triéu chimg 1im sang phti hgp vén sy uen tnen

toan thian (vi

xuit di, hodc nc
‘ .), ”]i Cén ngu’ng Sur dung

oc cho thiy dung piroxicam ¢6 licn
ai trén dudmg ticu hoa vin nguy co
hung nguy ¢o nay chura durge
' dung vugt qua 20 mg
co the 1am ting nguy

An Canh bao va thin rong

. -
lién quan dén
£

- A ‘. ) L ] ’
cua cdc bénh v¢ gan, hoilc ncu xuit hién cic phan ung

1 f
du: ting bach cau ua cosin, phat ban da, .

piroxicam NEay lp tuec. o \ - gn i)
Cac phan |’mF ¢6 hai khic: trong thoni gian dung thuoc co thé gdp
mét s thay doi vé mit. ciin djnh ky kiém tra nhin khoa.

12. Qua lidu va cdach xir tri /

_ Triéu chimg: khong c6 dur h¢u ve
' ° A

dung qué licu chi dinh cua thuoc,

- Xr tri: trong trromg hgp qua |.lt'll, cfm ph ho trg |
chimg. Céc nghién ciru chi ra ring uong than hoa.t cO the Alam~g|9m
hap thu va tai hap thu piroxicam cO higu (]l‘lfl v nhu( vy sC la‘m
gram lugng thube con lai trong €O ll)? Mg}c du khong co‘nghn.cn C‘;‘f
ndo dugce thye hign cho d'(:n nay, vi¢e tham téch mau la kpong the
loai bo piroxicam, do thuoc lién két manh véi protein huyct onE:

str dung thuoe qua licu, khong

41 didu trj hd trg va tndu

13. Dic tinh dugc I}rc hoc

Nhom duge ly: Thuoc chong viém khong
Mi ATC: MOTACOL. ;
Piroxicam la thude chong viém khong steroid (NSAID), thuoc
nhém oxicam, Thudc c6 tac dung chong viém, giam dau va ha §6t.
Trén cic nghién ciru trén dong vat cho thay pi'roxicam cO thé glzzim
phu, ban do, sy tang sinh mo, 5Ot va dau.'Thuc‘)c cO tac dung chong
viem d&i voi tht ca cic kiéu viém. Co che tic dung cua thuoc chura
duoc ré, Cac nghién ctru doc 1ap trén in vitro cling nhu trén z:'n vivo,
piroxicam tdc dong dén mot so giai doan trong phan (mg micn dich
va viém thong qua:

- Uc ché téng hop prostaglandin o ¢
enzym cyclo-oxygenasc.

- Uc ché hoat hoa cac bach cau da nhan trung tinh.

- Uc ché sur di chuyén cua cac bach c4u da nhan (PMN) va bach cau

mono td vi tri viém.

- Uc ché giai phong enzym lyosoma
thich. '
- Giam san xuit cac yéu to dang thap toan than va trong hoat dich
& cac bénh nhédn bi viém khop dang thap huyet thanh duong tinh.

- Piroxicam khong tic dong bang kich thich truc fuyen yén — thuc,mg
than. Céc nghién ctru in vitro khong co thay bat ky phan {mg c6 hai
nao trén chuyén hoa sun.

steroid (NSAID).

4c mo co thé bing cach (rc ché

| tir cac té bao bach cau bi kich

14. Dic tinh dugc dong hoc |
Piroxicam dugc hap thu to6t qua duong tiéu hoa. Thic an lam giam

nhe toc do hép thu nhung khong anh huong dén pn’rc do hap thu

thuéc khi ding duong uong. Khi dung licu duy nhat moi ngay, thin
ian ban thai trong huyét turong xap xi 50 gio o nam g101 va nong do

5n dinh trong huyét tuong dugce duy tri trong suot ¢a ngay. Khi dicu

tr] lién tuc von licu 20 mg/ngay trong vong 1 nam, nong do trong

méu ciing tuong t nhu nong d§ thude & trang thi on dinh.

Nong do thude trong huyCt twong ty 1¢ tuong img vai licu dung 10

.\

mg va 20 mg va nong d¢ dinh trong huyét tuong xuat hién tir 3-5 g0

¢ )

sau khi udng thuoc. Nong d¢ dinh trong huyét twong sau khi dung
A

mot liéu don 20 mg la 1,5-2 meg/ml, trong khi ndng do 161 da trong

huyét tuong sau khi ding nhiéu liéu 13p lai 20 mg moi ngay thudmg
on dinh & mire nr 3-8 meg/ml. Hiu hét cac bénh nhin, trang thai
thude 6n dinh dat dugce sau khoang 7-12 ngay.

Licu khoi ddu diéu trj 1 40 mg moi ngdy trong 2 ngay dau tién, sau
d6 ding liéu 20 mg mdi ngdy, cho ty 1¢ cao (Khodng 76%) nong do
thude On dinh trong huyét tromg dat duge ngay sau khi dung lidu thi
i Néng d6 O trang thi on dinh, di¢n tich dud dudng cong (AUC)
vii thoi gian bén thai ciing tromg tu nhu khi dung licu 20 mg moi
ngay.

Piroxicam duoc chuyén hoa hoan todn va duge thar trnor dudi 5%
dudi dang khong doi qua nude tiéu va phin. Piroxicam chuyén hoa
vai sy xie tac chu yéu cua cytochrom P450 CYP2C9 ¢ gan. Mot
con dudmg chuyén hoa quan trong cua piroxicam la hydroxyl — hoa
nhén pyridin cua chudi bén cua piroxicam, tiép theo 1a lién hop vor
acid glucuronic, sau d6 chat lién hop nay duge thii theo nuoce ticu.
Cin thin trong khi dang piroxicam ¢ b¢nh nhin da biét hodc nghi
ned ¢6 chuyen hoa CYP2C9 kém dyra trén tien st/kinh nghiém voi
cie co chit khc ciia CYP2C9, do chuyén hoa CYP2C9 kém c6 the
lam giam d§ thanh thai cta piroxicam din dén ting cao bat thudng
nong do thudc trong méu.

Duroe di truyén hoc:

Hoat tinh cua CYP2C9 bj giam ¢ cic ci nhin mic bénh da hinh
di truyén, nhur da hinh CYP2C9*2 va CYP2C9*3. Dir ligu han ché
wr hai bio cdo duge cong bd cho thiy céc ddi tuong ¢6 kiéu gen
di hop tr CYP2C9* 1/%2 (n=9), dj hgp tr CYP2C9*1/*3 (n=9) vil
dong hop tir CYP2C9*3/*3 (n=1) cho thdy ndng d piroxicam toan
than cao hon lan lugt 1a 1,7; 1,7 va 5,3 lin so voi cic doi trong
¢6 CYP2C9*1/*1 (n=17, kiéu gen chuyén hoa binh thudng) sau
khi dang mot liéu duy nhat qua dudng uong. Gia trj thot gian ban
thai trung binh cua piroxicam d46i voi cac doi rong ¢ kicu gen
CYPZ(“)"' 1/%3 (n=9) va CYP2C9*3/*3 (n=1) cao gfxp 1.7vag.8 lan
so voi doi uong ¢6 CYP2C9*1/*1 (n=17). Tan s6 xudt hién kiéu
zen dong hop tir *3/*3 duge wdc tinh la 0% dén 5,7% & cae nhom
dan toc khac nhau.

15, Quy cdch dong goi
Hop 2 vix 10 vicn nen.

16. Di¢u ki¢n bao quan

,

Bao quan thuoe o nhi¢t do dudi 30°C, trong bao bi goe.

17. Han dung ’
36 thang ké tr ngdy sdn xuat.

18. Tiéu chufin chat lugng
Nha san xuat.

19. Tén, dja chi cua co s6 san xuiit thude
S.C. SLAVIA PHARM S.R.L.
B-dul Theodor Pallady nr. 44C, sector 3, cod 032266, Bucuresh,

Rumani.
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