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Rx %mﬁr nay chi ding theo &M thuie

REUMOKAM
Dé xa tam tay tré em
Doc Ky heimg dan sii dung trege khi ding

1. Thanh phiin cong thirc thude _

M&i éng 1,5 ml dung dich tiém bip co chira;
Thanh phan duwge chat: Meloxicam 13mg:
Thanh phan i@ dwpe: N-methylglucamine;
glycine; poloxamer 188; glycofurol, sodium
chloride, dung dich sodium hydroxide 0.1M,
nuéc dé pha thude tiém.

2. Dang bao ché déy: tang huyet dp, bénh tim mach vanh, tinh S
Dung dich tiém. . trang sau nhoi mau co tim, suy tim sung huyét,
Mo ta: Dung dich trong, mau ving hofic véng — tinh trang sau dét quy, bénh mach mau niio, so M—

xanh.

3.Chidinh

REUMOKAM drrge chi dinh cho ngudi lén va
thanh thigu nién ur 16 wéi trg gn trong céc
trurdmg hop: .

Viém khdp dang thap, vigm xuong khép, viém
xuong khop bien dang, viém dét song dang thap
(bénh Bechterew) va cac bénh viem va thodi
hoéakhop khac di kém vai fridu chimg dau.

4. Liéu dung, cich diing

Thl;léc duge chi dinh cho ngudi 16m va thanh
thiGu nién tir 16 tudi tro 1én vai lidu 0,75-1,5m]
(7.5-15mg meloxicam), mdt lan mdi ngay bing
dudmg tiém bap sau. Che dé lidu duge thiét lap
trén timg bénh nhén trén co s xem xét mie 4o
ciia viém va triéu chimg dau. Liéu hing ngay t6i
dala15mg.

C6 thé sir dung Reumokam trong 3-5 ngay diu
ciia dot tri lidu, sau d6 bénh nhan phai chuyén
sang meloxicam dang uong. Bénh nhén c6 nguy
co gip tac dung phy cao nén bat dau tr lidu tir
liéu 7,5mg. Bénh nhén xo gan & trang thai 1am
sing 6n dinh, suy than khéng déng ke hodc
trung binh (d¢é thanh thai creatinin trén
25ml/phiit) khdng véu chu didu chinh lidu,
Bénh nhén suy than ning phai loc than, lidu téi
dahangngayla7,5mg. .

Trong trrémg hop trj liéu ket hop véi dang bao
ché khac cia meloxicam (vién nén, vién nang,
hon dich uong, vién dat truc trang), téng lieu
meloxicam moi ngay khéng duoc qua 15mg.

5. Chébng chidinh

Mén cam v&i meloxicam va/hoiic cic t4 duoc
cia ché phdm, ngudi c6 tién sir dj ng voi
aspirin hodc cac thudc chOng viém khéng
steroid khdc. Khéng ding meloxicam cho
nhimg ngudi ¢ trién chimg hen phé quan,
polyp mili, phit mach thén kinh hoac bi pha
Quincke, may day sau khi dling aspirin hodc cic
thuéc chong viém khéng steroid khéc.

Loétda day-ta trang tién trién,

Chay méu da day, chay miundo.

Suy gan ngng va suy thin ning khong loc méu,
Khéng dung dong thoi voi thuoe khang dong
(vi co nguy coco khéi mauty o noi tiém biip).
Phy nix ¢4 thai, phunir dang cho con by,

Tré em dudi 16 tuoi.

6. Canh béo va théntrongkhldimg thude

- Khéng dung thude theo dwimg finh mach,

- Sir dung than trong ¢ bénh nhin bj cAc bénh
dudmg tiéu hoa va bénh nhan dang sir dung tri
liéu chéng déng. Trong trudmg hop xudt hign
loét da day hofic xuéit huyét dudng tiéu hoa thi

cta bién ¢é tim mach nghiém trong va cén tham
kham bac sy ngay khi xudit hi¢n céc trigu chimg
ndy, Dé giam thiéu nguy co xudt hién bién cb bit
loi, ¢an sir dung meloxicam ¢ liéu hang ngay thip
nhit c6 hiéu quéa trong thoi gian ngén nhat c6 thé.
- Sir dung thuoe thin trong & bénh nhan trén
70 tudi va bénh nhéin bi cdc bénh tim mach sau

vita dong mach tién trién, va bénh nhan ri loan
chire ning gan, suy giam chirc nang thén va suy
thin, bénh nhén hen phé quan, ngudi sirc khoe
yéLL

- Khi thiy c6 sy sai léch déu dan tir cc chi sb
chirc ndng gan binh thudomg, nén ngimg sir dung
meloxicam va gidm st vién thuc hién kiem tra
phong thinghiém.,

- Céc thude chéqg viém non-steroid
(NSAIDs) trc ché su tong hop prostaglandins
thin lién quan t&i viée duy tri lugng méu qua
thin. D6 1a ly do bénh nhan bj giam dong mau
qua thén hodc giam lugng mau tudn hoéln, khi
st dung NSAIDs s& ¢ nguy co phat trién suy
than mat bu. Trong mét sb trromg hop hiém,
thuée thude nhém nay co thé la nguyén nhéin
gy viém than k&, viém cfu thin, hoai tir tiy
thén, hodc hdi chirng than hur.

- Nén xem x¢ét toi kha nfing tdc dung tiéu circ
ctia NSAIDs trén than khi ké don meloxicam
cho bénh nhén mit nurde, suy tim sung huyét, xo
gan, hdi chimg than hu, suy thin ning cting nhu
bénh nhin dang ding thude lgi ticu, bénh nhin
trai qua phéu thudt can thiép dén ti giam dung
lugng mau. Chire nang thin vi dudng tiéu nén
dugc kiém sodt & bénh nhén trén khi bat déu tri
liéu véimeloxicam.

- Nén tranh lai xe va/hodc vin hanh mdy méc
trong truong hop xuit hién cde tic dung phy
lién quan téi hé¢ thong than kinh trung wong
(budn ngti, chong matv.v...) virdi loan thi lue.
7. Sir dung thuoc cho phu nir c6 thai va cho
con bi
Thori ky mang thai
Khéng sir dung,

Théi ky cho conbit :

Ngirng cho con b trong subt qua trinh sir dung,
8. Anh hwing 1én kha niing ldi xe va vin hanh
méy mbc

Nén tranh 1ai xe va/hodc van hanh mdy moc
trong trrdmg hop xudt hién céc tic dung phy
lién_quan téi h¢ théng than kinh trung wong
(buonngi, chéng matv.v,..) varoi loan thi hye,
9. Twong tac, tromg ky, ciia thude

Twong tac

Sir dung dong thdi meloxicam vi cic NSAIDs
khéc ldm tdng nguy co tén thirong, loét-an mon
va xudt huyét dudmg tiéu hoa.

Nén tranh st dyng dépg thoi meloxicam voi
thudc chong dong, thude 1am tan huyét khéi va
thudc chong két tip tiéu cdu vi tang nguy co
xudt huyét:

Sirdung dong thoi meloxicam véi thube lgi tidu

—— phaingimg strdung thu‘f;c._
s _ Nouy co huyét khoi tim mach: Céc thuée
—— Chéng viém khong steroid (NSAIDs), khong

lam tang nguy co clia suy than cap tién trién &
bénh nhén bi mat mrée, d6 1a ly do tai sao bénh
nhén ding meloxicam cing thude loi tiéu nén

hai aspirin, dimg dutmg toan thin, co thé lam
fﬁng fg%y co xuégl hién bién co huyét khdi tim

ach, bao gdm ca nhéi méu co tim vadot quy, c6
thé dan dén tir vong. Nguy co ndy ¢o the xudt
hién som trong vai tudn dau dung thudc va ¢ the
ting lén theo thoi gian dung thuoc. Neuy co
huyét khéi tim mach duge ghi nha‘m chu !vcxtér
liéu cao. Bac s§ cdn danh gid dinh kY sy xuat hin
ciia céc bién cb tim mach, ngay cé khi b¢nh nhin
khéng cd cdc triéu chimg timimach tm(n ‘dé,
Bénh nhén cin duge canh bao ve ¢4c tri¢u chimg

uéng du nude. Treong hop cén két hop, bénh
nhin nén kiem tra chirc ndng thin trude khi bat
utri ligu meloxicam.

Meloxicam ¢6 thé gdy giir nude, mubi kali va
natri, din dén 1am ting nguy co clia suy tim va
tién trién cao huyét ap 0 bgnh nhdnnhgy cam.
Meloxicam lam gidm tic dung cua thubc déi
khang thy thé beta-adrenergic hodc thu thé beta
Biao cam, thuéc e ché enzyme chuyén dang
angiotensin, thubc gidn mach, thude lgi tiéu, thude
o1 tiéu mudi va vong tranh thai trong tr cung.
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Meloxicam 6 thé lim ting doc tinh trén he
théng huyét hoc cita methotrexate, d6 1a 1y do
tai $a0 phai yéu clu kiém sodt mau ngoai bigy
trén lm sang trong suot thoi gian s dung dfmg
thén 2 thude trén. Meloxicam 1am ting déc tinh,
trén thin cua cyclosporine, d6 12 1y do tai 550
nén kiém sodt chirc ning thin rong subt qus
trinh sir dung két hop. )

Sir dung dong thei meloxicam v thude chira
lithi gdy ting nong dé lithi trong may.
Cholestyramine lam ting nhanh su thanh tha;
cia meloxicam.

Twong ky

Do khéng e6 céc nghién ciru vé tinh trong ky
cua thude, khéng tron lin thube nay véi cac

thudc khac.

10. Tde dung khong mong mudn ciia thube
Phén img ¢6 hai cia thude duge phin nhém
theo tan sudtnhu sau:

Rat thuémg gép (ADR >1/10)

Thudng gap (1/100<ADR <1/10)

[t gap (1/1000<ADR < 1/100)

Hi¢m giip (1/10000 <ADR<1/1000)

Rét hiém gip EAI}R‘: 1/10000)

Chura duge b

t (tan suit khong thé wéc tinh dua

trén dir li¢u sin c6).

H¢ co quan

Thn sufit

Réi loan hé¢
bach huyet va
mau

It géip: Thidu méu h
Hiém giip: Cong thirc mdu bat
thudimg (bao gom so lugng te
bio bach cdu), giam bach ciu,
giam tiéu ciu

Réiloan hé  |it gip: Qué man, phin (mg di
thong mién tmg khéc v&i phan {mg phan vé
dich vi phan img kieu phan vé
(anaphylactoid).
Chua dugc biét: Phan (mg
phan v¢ va phan tmg kiéu
phan vé.
RGi logn tdm  |Hiém gap: Tam trang thay déi,
thén acmng. 3
Chua dwge biét: Trang thas
hoang mang, mét phuong
hurdng
Réiloanhé¢  [Thuomggap: Daudiu _
thong than kinh |It gip: Chong mat, buon ngu
Réiloan mit  [Hiém gép: rdi loan tﬁm nhin bao
gdm nhin md, viém két mac
Réi loan tai va |t gép: Chong mit
mé dao Hieém gip: U tai
Réi loan tim Hiém gap: danh trong nguc
Réi logn mach |it giip: Tang huyét ap, do bimg
Riloanhé  |Hiém gip: Hen suyén & nhimg
hap, ngwc va  |nguoi di img vi aspirin hodc
trung thét cac NSAIDs khac

Réi loan hé tigu
héa

Rit thuong gap: Khé tiéu, budn
non, nbn, dau bung, tdo bom,
dayhoi,jachdy 4
It gap: Xuat huyet tidu hoa vi
md hofc vi md, viém miéng,
vimdadiy, ghoi

Hiém glip: viém rugt ket, loét da
day-4 trang, viém thire quan
Rit hiém gap: thing da day
Chua duge biet: viém tuy

R&i loan gan
mét

It gp: Ri loan chirc ning gan
(nhu ting transaminase hodc
bilirubin)

Rat hiém gap: Viém gan

MLl

R6i loan da va
md dudi da

Itg?p:phﬁmch,ngfm,phﬁlhm
Hiem gip: Hoi chimg Stevens-
Johnson, hoai tir biéu bi nhiém
doc, ndimé day

Rit hiem gap: ban bong nuge,
ban d6 da dang T

Chua duge biet: phan tmg
nhay cam dnh sing

Réi logn thén
Vil tiét nigu

. e T —
It gip: Gift natni va nu6e, ting
kali méu, kiém tra chirc ning
thin bit thudng (tAng creatinin
huyét thanh va/hofic ure huyé

thanh)

—_— ]

Rét hiém giip: Suy thin cép tinh
dic biét & bénh nhén c6 yéu to
nguyco, :

Réi loan chung it glp: Phit bao gém pht chi

va tai vi tri durdn.

Nguy co huyét Kkhoi Eim.mmh (xem trén phan
CANHBAOVATHANTRONG).
nﬁngba'angaychobdff}’-"?{‘fdm’} rhitng
Phan img c6 hai gdp phii khi sirdung th
11. Qu3 li¢u va cach xir tri , ko S
Khong ¢4 dir ligu vé sir dung thudc qué licu. CO mmm
thé cdc tac dung phy ting cao. Khéng dung qud —=——
lieuchi dinh cia thude _ e
Diéu trj: Ngimg sir dung thubc, didu tri triéu
chimg. Khong c6 thube gidi doc dic hiéu. Tich
cure theo déi dé co bién phap xir trikip thi.
12, Dic tinh drge lye hoe
Nhém duee Iy: Thude khang viém non-steroid
(NSAIDs). ho oxicams
MaATC: MO1ACo6
Meloxicam 1a thuéc khang viém non-steroid
thue ho oxicam, voi dic tinh khéang viém, giam
dau, hasot.
Hoat tinh khang viém ciia meloxicam dugc
chimg minh trong mé hinh kinh dién ciia viém.
Cing nhur cdc NSAIDs khac, co ché hoat déng
chinh xac cia thube vin chura duge biét hét. Mac
dit viy. c6 it nhit mot co ché hoat dong chung
clia tat ci cdc NSAIDs (bao gdm ca Meloxicam)
duge biét 1a trc ché su téng hop prostaglandins,
1a chét trung gian ciia qua trinh viém,
Co ché hoat déng ciia thudc 1a te ché o6 lya
chon cyclooxygenase-2 (COX-2), két qua la rc
ché sinh tong hop prostaglandin, mot chét trung
gian clia qua trinh viém. Do thude co 41 lyc thap
voi cyclooxygenase-1, sir dung thude & liéu tri
liéu khéng anh huéng toi sinh tong hop
prostaglandin ciia 1€ bao bao vé trén duéng ticu
héa va than, va khéng e ché hoat dong chire
nang cta tiéu cu.
13. Dic tinh duge ddng hoc
Thube duge hap thu nhanh chong va hoan toan
sau khi tiém bap. Nong d6 16i da trong huyét
twong dat dirge trong 1 gior sau khi ding thuée,
Nong dé thude trong huyét twong phu thude
licu, véi lieu khuyén cdo trong khoang 5-
15mg/ngay. Nong d¢ ¢ trang thai 6n dinh dat
dugc d ngay thir 3 161 ngay thir 5 sau khi tri ligu
bt dau. Thudc lién két voi protein huyét trong
Vi ty 12 tén 99%. Thude ciing trai qua chuyén
héa sinh hoc trong gan, chi yéu bai qua trinh
oxy héa vér sirhinh thanh cia 4 chit chuyén hoa
khéng hoat tinh. Enzyme CYP2C9, CYP3A4
va peroxidase déng vai tré chi yéu trong qu4
trinh chuyén hoa clia meloxicam. Thé tich phin
b0 cta thude thap-trung binh 11 lit, d¢ thanh
thai huyet tuong 13 8ml/phit. Thoi gian ban thai
khoing 20 i, cho phép dung thude 1 lan méi
ngdy. Thude duge thai trir khéi co thé bing
dutmg tiéu va phan theo ty 1& béing nhau: 5% ciia
litu hiing ngay duge thai trr & dang khéng di
trong phan. Thuée khuéch tan t6t vao dich
khép, nong d¢ trong dich khop dat khoang 50%
n6ng d6 trong méu. =
Nguoi cao tudi quan st thiy giam déng ké d6
thanh thai huyét wong (dac biét o phy ni). .
Suy gan khang x_h huding déng ké dén dugc
donghoc cua thudc. £
14. %56 déu hiéu hru y va khuyén cdo khi
dimg thuée LT
Thudc diing diromg !;fiflﬂ bap
15, Quy chck dé’ﬁmg dichtigm.
Hop5ongx1,5m in: Bio qudn thuéc
16. Didu kign bio Ui o0 4
dugi 30°C, noi khO mt, trdch an S8
_24mangkctu'r1 a—} san X
17. Han ding: 27 | gc TCCS
. chét lrgng thuoc:
18, Tiéu chu ;:- ciia c0 s sin xudt thude
19. Tén, dja ¢ IARMAKJSC ‘
04080, Ukraine
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