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Rx Thubc nay chi diing theo don thuoc

REUMOKAM

bé xajtfm lay tré em
Doc ky hwedng dan sie dung try60 jhi ding

1. Thanh phin cong thire thude

M3i dng 1,5 ml dung dich tiém bap c6 chira:
Thanh phan diege chdt: Meloxicam 15mg;
Thanh phdn td duge: N-methylglucamine;
glycine; poloxamer 188; glycofurol, sodium
chloride, dung dich sodium hydroxide 0.1M,
nude dé pha thude tiém.

2. Dang bao ché

Dung dich tiém.

M@ ta: Dung dich trong, mau vang hoic vang —
xanh.
3.Chidinh
REUMOKAM dugc chi dinh cho nguwi 16 va
thanh thiéu nién tr 16 tui try 1én trong cac
truomg hop: )
Viém khép dang thap, viém Xuong khép, viém
xuong khop bicn dang, viem dét song dang thap
(bénh Bechterew) va c4c bénh viem va thoai
héa khép khac di kém véi trigu chimng dau.
4. Lidu diing, cich dung
Thgéc duge chi dinh cho ngudi 16m va thanh
thi€u nién tir 16 tudi tro 1én véi liu 0,75-1,5ml
(7.5-15mg meloxicam), mdt lin mdi ngay bang
duong tiém bap séu. Che do liéu duoc thidt lap
trén timg bénh nhén trén co s& xem xét mire do
clia viém va triéu chimg dau. Liéu hing ngay téi
dala15mg.

C6 thé sir dung Reumokam trong 3-5 ngay dau
ctia dot tri liéu, sau d6 bénh nhan phai chuyén
sang meloxicam dang uéng. Bénh nhan co nguy
co gap tac dung phu cao nén bat dau trj lidu tir
licu 7,5mg. Bénh nhén xo gan & trang thai 1am
sing 6n dinh, suy thin khéng dang ké hoic
trung binh (40 thanh thai creatinin trén
25ml/phiit) khéng yéu chu didu chinh liéu.
Bénh nhan suy than ning phai loc than, liéu tdi
dahangngayla7,5mg.

Trong trudng hop tri ligu két hop véi dang bao
che khéc cua meloxicam (vién nén, vién nang,
hdn dich udng, vién dat truc trang), tong liéu
meloxicam m6i ngay khong dwoc qua 15mg.
5.Chéng chi dinh

Min cam véi meloxicam va/hodc cac ta duge
ctia ché phdm, nguoi cd tién sir di tng véi
aspirin hodc cac thudéc chong viém khong
steroid khac. Khong dung meloxicam cho
nhimg ngudi ¢ tri¢u chimg hen phé quan,
polyp mili, phit mach thén kinh hoic bj pha
Quincke, may day sau khi ding aspirin hoic cac
thubc chéng viém khéng steroid khac.

Loét da day-ta trang tién trien.

Chay mau da day, chay méau nio.

Suy gan nang va suy thin néng khéng loc méu.
Khoéng ding dong thoi véi thude khang dong
(vic6 nguy co c6 khoi méu tu & noi tiém bap),
Phy nir ¢6 thai, phy nir dang cho con by,

Tré em dudi 16 tudi.

6. Cinh bAo va thin trong khi diing thuéc

- Khong ding thubc theo duéng tinh mach,

- Str dung than trong & bénh nhan bj cac bénh
dubng tiéu hda va bénh nhin dang sir dung trj
liéu chéng dong. Trong trudng hop xuét hign
loét da day hofic xuat huyet dudng tigu hoa thi
phai ngimg s dyng thube.

- Nguy co huyét khoi tim mach: Céac thuée
chéng viém khéng steroid (NSAIDs), khong
phii aspirin, ding dudng toan thin, ¢4 thé lam
tang nguy co xuat hign bien cO huyet khoi tim
mach, bao gbm ca nhdi m4u co tim vaddt quy, 6
thé din dén tir vong, Nguy co ndy ¢6 the xuat
hién som trong vai tuin dau dang thudc va ¢6 the
ting 1én theo thoi gian dung thuoc. Nguy co
huyét khi tim mach duge ghi nhan chit yeu &
liéu cao. Béc s cAn dénh gia dinh Ky su xuat hién
cita céc bién b tim mach, ngay ¢4 khi bénh nhén
khong c6 céc triéu chimg tim mach truée do.
Bénh nhan cn dugc canh béo ve c4c tri¢u chimg

clia bién ¢4 tim mach nghiém trong va cén thim
kham béc sy ngay khi xuat hién céc tri¢u chimg
ndy. Bé giam thiéu nguy co xuét hi¢n bién co bat
loi, cén sir dung meloxicam & liéu hang ngay thap
nhit c6 hiéu qua trong thdi gian ngan nhat c6 thé.

- Sir dung thudc than trong & bénh nhén trén
70 tudi va bénh nhén bi cac bénh tim mach say ———
ddy: tang huyét 4p, bénh tim mach vanh, tinh oo
trang sau nhoi méau co tim, suy tim sung huyet, ————
tinh trang sau d4t quy, bénh mach méu ndo, so E—
vira dong mach tién trién, va bénh nhén réi loan
chirc nang gan, suy gidm chirc nang than va suy
thén, bénh nhan hen phé quan, ngudi sitc khée
y ) .

- Khi thay c6 su sai léch déu din tir cac chi s6
chirc néng gan binh thudng, nén ngimg sir dung
meloxicam va giam sat vién thuc hién kiém tra
phong thi nghi¢m.

- Céc thudc chéng viém non-steroid
(NSAIDs) trc ché su tong hop prostaglandins
thén lién quan t&i viée duy tri lurong méu qua
than. D6 14 1y do bénh nhén bi giam dong mau
qua than hodic giam hrong méau tudn hoan, khi
su dung NSAIDs s& c6 nguy co phat trién suy
thdn mat bu. Trong mot 6 trudng hgp hiém,
thube thue nhém nay c6 thé la nguyén nhan
gy viém than k&, viém cau thin, hoai tir tuy
than, hodc hoi chirng than hu.

- Nén xem xét t&i kha ning tac dung tiéu cuc
cua NSAIDs trén thén khi ké don meloxicam
cho bénh nhan mét nudc, suy tim sung huyét, xo
gan, hdi ching than hu, suy than néng cing nhu
bénh nhin dang dung thudc loi tiéu, bénh nhan
trai qua phu thudt can thiép din téi giam dung
Irgng mau. Chite nang thén va dudng tiéu nén
duoc kiém sot & bénh nhan trén khi bit déu trj
liéu véimeloxicam.

- Nén tranh lai xe va/hodc vén hanh may méc
trong truong hop xudt hién cdc tic dung phu
lién quan t&i hé thong than kinh trung wong
(budnngy, chongmatv.v...) vardi loan thi lyc.
7. Sir dung thuoc cho phu nir cé thai va cho
conbu
Thoi ky mang thai
Khéng str dung.

Théiky cho con b :
Ngirng cho con bt trong sudt qua trinh sir dung.
8. Anh hudng 1én kha niing ldi xe va vin hanh
miy méc
Nén tranh l4i xe va/hodc vén hanh may méc
trong trudng hop xuat hién cac tac dung phu
lién quan t6i h¢ théng thin kinh trung vong
(bubdnngii, chéng mit v.v...) vardiloan thi lue.
9. Twong téc, twong ky ciia thude
Twong tic
Str dung dong thoi meloxicam va cac NSAIDs
khac 1am tang nguy co ton thuong, loét-dn mon
va xuét huyétdudng tiéuhoa.
Nén tranh st dung dong thdi meloxicam véi
thude ci;lé_ng dong, [huc‘)_c lam tan huyét khéi va
thuoc chong két tip tiéu cau vi ting n co
xudt huyét. P e
Strdung dong thoi meloxicam véi thudc 1gi tiéu
lam ting nguy co cua suy thin cép tién trién &
bénh nhén bj mét nuéce, d6 14 1y do tai sao bénh
nhan ding meloxicam cung thudc lgi tidu nén
ubng du nudc. Truong hop cin két hop, bénh
nhéan nén kiém tra chire nang than trude khi bit
déu trj ligu meloxicam. )
Meloxicam c6 thé gdy gilt nuéc, mudi kali va
natri, din dén lam ting nguy co cua suy tim va
tién trién cao huyét ap &' bénh nhin nhay cam.
eloxicam 1am gidm tdc dung cua thude d6i
khéng thy thé beta-adrenergic hofic thy thé beta
giao cam, thude e ché enzyme chuyén dang
angiotensin, thudc gidn mach, thude loi ticu, thube
loi tiéu mudi va vong tranh thai trong tir cung.
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Meloxicam ¢6 thé lam ting doc tinh trép hé
thong huyét hoc cia methotrexate, 46 1a 1y do
tai sa0 phai yéu ciu kiém soét mau ngoai by,
trén 14m sang trong sudt thai gian str dung ddng
théi 2 thube trén. Meloxicam lam ting déc tinp,
trén thin cia cyclosporine, d6 1a 1y do tai saq
nén kiém sodt chirc nang thin trong suét qua
trinh st dung két hop. .

St dung ddng thoi meloxicam va thude chira
lithi gdy ting nong do lithi trong mau,
Cholestyramine 1am ting nhanh sy thanh thaj
cua meloxicam.

Twongky,

Do khéng c6 cie nghién ciru vé tinh tuong ky
cua thube, khéng tron 14n thube nay vai cac
thudc khdc.

10. Tdc dung khéng mong:muén ciia thude
Phan tmg ¢6 hai cla thude duoc phan nhém
theo tan suat nhu sau:

Rat thuong gap (ADR >1/10)

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

it gap (1/1000<ADR < 1/100)

Hiém gap (1710000 <ADR<1/1000)

Rathiem gap (ADR<1/10000)

Chua dugc biét (tn suét khong thé ude tinh dua
trén dir li¢u siin o).

Hé co quan Tén sudt

Réi loan hé It gdp: Thiéu méu y

bach huyét va  [Hiém gip: Cong thire mau bat

mau thudng (bao gom s6 lugng té
bao bach cau), giam bach cau,
gidm tiéu ciu

Réiloan h¢  [it gip: Qua man, phan {mg di

thong mién mg khic véi phan tng phan vé

dich va phan ung kiéu phan vé
(anaphylactoid).
Chura dugc biét: Phin (mg
phan v¢ va phan img kiéu
phan vé.

Réiloan tim  |Hiém gap: Tam trang thay déi,

than dc mdng. ;
Chura dugce biét:’ Trang thai
hoang mang, mat phuong
huéng

Régi loan hé Thudng gép: Daudau

thong than kinh |It gap: Chong mit, budn ngi
Roi loan mat  [Hiém gp: réi loan tim nhin bao
gom nhin m¢, viém két mac

Réi loan tai va

it gép: Chong mit
meé dao

Hiém gap: U tai
Hiém gap: danh tréng nguc

Réi loan tim

R&i logn mach |it gip: Tang huyét ap, do bimg

Réi loan ho Hiém gip: Hen suyén & nhimg
hip, nguc va  [ngudi di img véi aspirin hodc
trung that cac NSAIDs khac

Réi loan hé tiéu [Rét thudng gip: Kho tiéu, budn
héa ndn, non, dau bung, tdo bon,
déy hoi, ia chay

It gép: Xuat huyét tiéu héa vi
md hoac vi mo, viém miéng,
viém da day, ¢ hoi A

Hiém gap: viém rudt két, loét da
day-td trang, viém thuc quin
Rathiém gap: thung da day
Chua dugc biét: viem tuy

It gap: Réi loan chire ning gan
(nhu ting transaminase hodc
bilirubin)

| Rat hiém gap: Viém gan

Réi loan gan
mat

R6i loan da va |t giip: phit mach, ngia, phat ban.
mo dudi da Hiém gép: Hoi ching Stevens-
Johnson, hoai tir biéu bi nhiém
dc, ndi me day

Rat hiém gip: ban bong nuéc,
ban do da dan :

Chua dugc biét: phan (mg
nhay cam anh sdng

Réi logn than

it gap: Giir natri va nudc, ting
Vi tiét nigu

kali méu, kiém tra chirc ngn,
thén bét thudmg (ting creatiniy
huyét thanh va/hofic ure huyét

thanh)

Rt hiém gip: Suy than cép tinh
dac biét & bénh nhin c6 yéu to
nguy co.

R&i loan chung |(t gap: Phit bao gbm phi chi
va tai vi tri dudi.

Nguy co huyét khdi tim mach (xem trén phan
CANH BAO VA THAN AR 5
Thing bio ngay cho bdc s hodc dicgc sy nhimg
Phaniing c6 hai gdp phdi khi sir dung thuoc.
11. Qu4 Lidu va cach xir tri
the cdc tac dung phy tang cao. Khong ding qud
lidu chi dinh cua thude e 4
Dieu tri: Ngimg sir dung thudc, diéu tri triéu
chimg. Khong c6 thuée giai doc dzc higu. Tich
cuc theo doi dé co bién phap xur trikip thoi.
12.Pictinh dwrge lye hoc
Nhém duge 1y: Thube khéang viém non-steroid
(NSAIDs), ho oxicams
MAATC: MO1ACO06
Meloxicam 13 thubc khang viém non-steroid
thue ho oxicam, véi dic tinh khang viém, giam
dau, ha sot.
Hoat tinh khang viém ciia meloxicam duge
chimg minh trong mé hinh kinh dién cta viém.
Ciing nhu cac NSAIDs khéc, co ché hoat dong
chinh xac cia thude vin chua duge biét hét. Mic
du véy, cé it nhit mot co ché hoat déng chung
clia tit ca cic N SAIDs (bao gbm ca Meloxicam)
duge biét 1a (e ché sy tdng hgp prostaglandins,
1 chat trung gian ctia qué trinh viém. -
Co ché hoat dong cua thuée 1 trc ché c6 lua
chgn cyclooxygenase-2 (COX-2), két qua la e
ché sinh tong hop prostaglandin, mot chét trung
gian cia qua trinh viém. Do thudc c6 4i luc thép
Vi cyclooxygenase-1, sir dung thude o lidu trj
ligu khong anh huémg (i sinh téng hop
prostaglandin ctia té bao bao vé trén dudng tiéu
hoa va thén, va khong trc ché hoat ddng chirc
néng ctia tidu cau.
13. Dic tinh dwge djng hoc
Thube duge hap thu nhanh chéng va hoan toan
sau khi tiém bap. Nong d6 t6i da trong huyét
tuong dat dwgc trong 1 gidr sau khi ding thude.
Nong d¢ thuoc trong huyét twong phu thude
liéu, véi licu khuyén céo trong khoang 5-
15mg/ngay. Nong d & trang thai on dinh dat
dggc\c’x ngay thir 3 t¢i ngay thir 5 sau khi tri liéu
bat ddu. Thudc lién két v6i protein huyét twong
VGi ty 1¢ trén 99%. Thubc cling trai qua chuyén
héa sinh hoc trong gan, chi yéu béi qua trinh
oxy héa voi sy hinh thanh clia 4 chét chuyén héa
khong hoat tinh. Enzyme CYP2C9, CYP3A4
va peroxidase déng vai tro cha yeu trong qué
trinh chuyén héa ciia meloxicam. Thé tich phan
b6 cla thuée thap-trung binh 11 lit, d thanh
thai huy€t tuong la 8ml/phut. Thoi gian ban thai
khoéng 20 gits, cho phép ding thudc 1 1an mdi
ngay. Thuoe dwgc thai trir khoi co thé bing
dudmg tiéu va phan theo ty 1¢ bang nhau; 5% cia
liéu hang ngay dugc thai trir & dang khong dbi
trong phin. Thuée khuéch tan tot vao dich
khép, nong do trong dich khdp dat khoang 50%
nong dj trong mé, !
O ngudi cao tudi quan st thiy giam déng ké do
thanh thai huyét twong (dic biét o phy ni).
Suy gan khéng anh huong dang ké den duoe
dong hoc ciia thude.
14, Céc d4u hiéu hru ¥ va khuyén cdo khi
ding thube T
Thutc ding dudng “Z{“ biip
15. Quy cich donggo! < i
H S.E)ng ).‘..1 ,5rr_11 du::gii Bao quan thude
16. Diéu ki¢n bao qu? tranh 4nh séng
dipd] 30°C, ol KD DAL BRI
. 24 thang ké tir ngay sdn X

17. H.?,\n dﬁng. "kt hrgmg thu?}c: TCCS
e ch: :I[:i clia co SO san xuit thuoc

FARMAK JSC e
63, Frunze str» Kyiv, 04080, Ulaaime

19. Tén, dj

Khéng ¢4 dir liéu vé sir dung thude qué lidu. C6 — ‘

e




