o jocngocanh.com/ DZ%YQ .
MAUIN HANTDIAN GRS GIRITEN R

Sauipharm

TRACH Nmm(N VEN

CONG TY CG PHAN DUGC PHAM SAVI (Sawipharm J.5.C) LOXICSaVi 15
L6 Z.01-02-03a KCN trong KCX Tan Thudn, (Hép 2 vi)
P. Tan Thuan Pong, Quan 7, TP.HS Chi Minh
DT: (08) 37700142 - 143 - 144 Fax: (08) 37700145 / \
Mau hép ] cs:‘a”mm%%mlummhﬂw
(SaWipharm J.5.C.)
L6 Z.01-02-03a KCN trong KCX Tan Thuén,
P. Tan Thuén Dong, Quén 7, TP.HS Chi Minh
gggé g R Prescription only medicine §E§§§ = g;_ ) R Thubc ban theo don
ggmi 5 Box of 2 blisters x 10 tablets g%«}i‘; %g—; Hop 2 vi x 10 vién nén
@ e <5
2§ s 8 53335 £'F
5 R i
BuS il
-l 2382 |
i oLoxic . i LoXic
gt Saw 15 | & Saw 15
I - Meloxicam 15 mg §§§ B IE Meloxicam 15 mg
3 e = Sy g é
B gid S 1
888 i5f R
FERH g% § i3
I iy i
HE P
. ‘
gs fge
o RN
L FEf ¢
| Vine ire
| 8
SO — -
1 ks S;w;um S-;wg_:"m
pr=s e

mnn;:mumu.nm TRACH NHIZM TRON VEN

Manutactured by:
SAVI PHARMACEUTICAL J.S.Co.
(Sawipharm J.5.C.) A e
Ton Truan Dong War, it 7. Ho O Mih Gy~ BOY TE
CUC QUAN LY DUGC

_ PA PHE DUYET
Lin ddu:s2t/.3 7 2018 %‘/

(= £ E & R TFfI(“SChi inh. nedy 2. thing 4. nar
: : ] Minh, ngay 20. thang ..4.. nam 2047
ciAIS (AIL IAIS §§5§{ g KT.T?mgGiai‘mD(‘)c
B VR INR DR 1P Pt Tong Gl Db (KH-CN
0 : 50 =50 g\ Zj =50 g ga g 2 5 7y
n 4§ ao iz iV ao 3o §N-3
- E‘%;’ i§=: L ig;: i.:
oy 2 | g 3 Tz
3 x ° = ° 8 g ° ° ? §
2 Hi® 1R §§§!5 §§§!5 v
(7] #é =50 !% 250 !g. =50 . =50 s_
sg do §§-§6§ sg do ’égéa Sg &




h\ttps‘://nhathuocngocanh.com/

TO HUONG DAN SU DUNG THUOC
LoxicSaVi 15

® Thuée bdn theo dom
Doc ky hudng din sic dung trudc khi diing
Dé xa tam tay cia tré em
Théng bdo ngay cho bdc si hodc dwge si nhitng tic dung khong mong muén gdp phai khi sit dung thudc

A. HUONG DAN SU DUNG THUOC CHO NGUOI

BENH

THANH PHAN, HAM LUQNG CUA THUOC
MElOXICAIN: «.ovvssisnsmsimmsmsmmsssssmensiissisminiss omonn 15 mg
Taduge vira QU ...ooveviee i 1 vién

(Lactose monohydrat, cellulose vi tinh thé 101, natri
hydrocarbonat, crospovidon type A, crospovidon type B,
povidon K30, silic dioxyd keo, magnesi stearat)

MO TA SAN PHAM

Vién nén tron mau vang nhat, mét mat tron, mét mit cé
gach ngang.

QUY CACH PONG GOI

Hop 2 vi x 10 vién, kém theo t& huéng din st dung.

THUOC DUNG CHO BENH GI

Diéu tri bénh thodi hoa khép, viém ct song dinh khép va
cac bénh khép man tinh khac.

Giam triéu chimg cua bénh viém khép, viém khép dang
thap & bénh nhan tir 2 tudi tré 1én.

NEN DUNG THUOC NHU THE NAO VA LIEU
LUOQONG

Cdch ding

Thudc ding duong udng, ngay 1 1an.

Uéng vao luc no hodc bét ctr lic nao, cb dung thudc khang
acid hay khong.

Liéu ding

Nguoi lon:

Viém khép dang thép, viém cot song dinh khop: 15 mg/
lan/ngay.

Khi diéu trj lau dai, nhat 1 & ngudi cao tui hogc ngudi c6
nhieu nguy co ¢6 tai bien phy, li€u khuyen céo 13 7,5 mg/
lan/ngay.

Khéng dugc vuot qua lidu 15 mg/ngay.

Dot dau cdp cua thoai hoé khép: 7,5 mg/lan/ngay Khi cin
(hodc khéng d), c6 thé ting toi 15 mg/lan/ngay. Khong
dugc vugt qua liéu 15 mg/ngay. Déi véi ngudi c6 nguy co
cao tai bién, liéu khoi ddu 1a 7,5 mg/ngay. Thoi gian diéu trj
2 - 3 ngay.

Nguoi cao tudi: Lidu dung khuyén cdo 7,5 mg/1 1an/ngay.
Suy gan, suy thdn: Nhe va vira, khong cin phai diéu chinh
lidu; néu suy ning, khong ding.

Suy than chay thdn nhan tao: Liéu khong dugc vuot qué 7,5
mg/ngay.

Tré em > 2 téi: 0,125 mg/kg/ngay. Lidu téi da 7,5 mg/ngay
Tré em < 2 tuéi: An toan va hiéu qua chua dugc x4c dinh
KHI NAO KHONG NEN DUNG THUOC NAY

Man cam véi bit ky thanh phan nao cta thude

Ngudi ¢6 tién sir dj img véi aspirin hogc cac thudc chéng
viém khong steroid khéc.

Ngudi ¢6 trigu ching hen phé quan, polyp mii, phii mach
than kinh hodc bi phu Quincke, may day sau khi dung
aspirin hodc céc thudc chéng viém khong steroid khac.

Loét da day - ta trang tién trién.

Chay méu da day, chay mau nio.

Suy gan né@ng va suy thdn ning khong loc mau.

Phu nir ¢é thai va cho con bu.

Ngudi suy tim ning chua duoc diéu tri én dinh.

Giam dau cho bénh nhan khi phiu thuat mach vanh.

TAC DUNG KHONG MONG MUON T
LoxicSaVi 15 c¢é chira dugc chat meloxicam thuéc nhom

thudc chéng viém khong steroid. Cac thubc thudc nhém nay
c6 thé gdy ra mot sb tac dung khong mong mudn sau:

- Gay ra hogc lam n@ng hon tinh trang ting huyét ap
- Suy tim INTT
- Cac vén dé vé gan bao gdm suy gan

- Céc van dé vé than bao gdm suy than

- Lam giam s8 luong hdng cau (gdy thiéu mau)

- Céc phan ung trén da de doa tinh mang

- Céc phan ung di ing de doa tinh mang

Céc téc dung khong mong mudn khac cua céc thuéc nhém
chdng viém khong steroid gébm: Pau da day, tio bén, tiéu
chay, diy hoi, ¢ néng, budn nén, nén va chéng mat.

Bénh nhdn can dugc cdp ciu ngay néu gdp phai céc triéu
chitng sau:

- Thé ngén hoic khé the

- Pau nguc

- Yéu mot bén hodc mot phﬁn co thé

- Néi lap

- Sung mat hodc hong

Ngirng ding thuéc va bdo ngay cho bdc st néu gap phai cdc
triéu chirng sau:

- Budn nén

- Mét moi hoc yéu hon binh thudng

- Tiéu chay

- Ngura

- Vang da hoic vang mit

- Kho tiéu hodc dau da day

- Triéu chirng gia cam

- N6n ra mau

- C6 méu trong phan hodc phan den

- Tang can bét thudng

- Ban da hoac phdng rop da kém theo st

- Sung cénh tay, cing chan, ban tay va chan

NEN TRANH DUNG NHUNG THUOC HAY THUC
PHAM GI KHI PANG SU DUNG THUOC NAY

Céc thudc chdng viém khong steroid khac: Khéng dung
meloxicam ciing v&i cac thudc nay do ting nguy co loét da
day-ta trang va chay mau, cho nén

Thubc chéng doéng mau dang uong, ticlopidin, heparin,
thudc 1am tan huyét khdi: Dung dong thdi meloxicam cing
v6i cac thudc nay lam tang nguy co chay mdu, do vdy tranh
phdi hop. Trong qué trinh diéu tri can theo dai chat ché tac
dung chéng déng mau.

y
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Lithi: Meloxicam 1am ting ndng d9 lithi trong méu.
Methotrexat: Meloxicam lam tang dgc tinh cua methotrexat
trén hé thong huyét hoc, do d6 bénh nhan can dugc kiém tra
t€ bao mau dinh ky.

Vong tranh thai: Meloxicam lam giam hiéu qua trénh thai
cua vong tranh thai trong tir cung.

Thuéc lgi niéu: Meloxicam cé thé lam tang nguy co suy
than cap & nhitng bénh nhan bj mat nudr. Trudng hop phai
dung phdi hgp, bénh nhéan can dugc cung cdp du nudc theo
ddi chat ché chirc nang than.

Thudc ha huyét ap (nhu thubc tc ché a- adrenergic, thudc
trc ché enzym chuyén dang angiotensin, cac thudc gidn
mach): Meloxicam lam giam tac dung gidn mach, ha huyét
ap cua cac thudc nay khi dung phdi hop.

Cholestyramin: Cholestyramin gin véi meloxicam & dudng
tiéu hod lam giam hdp thu, tang thai trir meloxicam.
Cyclosporin: Meloxicam khi dung cung cyclosporin lam
tang ddc tinh trén than. Do vdy, khi phoi hgp, bénh nhén
can dugc theo doi chat ché chirc néng than.

Warfarin: Meloxicam ¢6 thé lam tang chay mau, do vay
bénh nhéan cén phai theo dai thoi gian chay mau khi dung
kem.

Furosemid va thiazid: Meloxicam lam giam tac dung loi
niéu cua furosemid, nhém thiazid.

CAN LAM GI KHI MOT LAN QUEN KHONG DUNG
THUOC

Ubng ngay khi nh¢ ra. Néu da dén gén khoang thoi gian
dung lleu tiép theo (2-3 gid), bo qua lleu da quen va udng
lidu tiép theo nhu binh thudng. Khong udng gip doi lidu dé
bi cho lidu da quén.

CAN BAO QUAN THUOC NAY NHU THE NAO
Noi khd, nhiét do khdng qua 30 °C. Tranh anh séng.

NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG
THUOC QUA LIEU

Céc tri¢u ching cua qua liéu c6 thé gdm: Budn ndn va/hoic
ndn, dau d@u, bubn ngu va/hodc chéng mat, nhin mg, co
gidt, ha'huyet ap, kho thd, giam tap trung, suy than.

CAN PHAI LAM Gi KHI DUNG THUOC QUA LIEU
KHUYEN CAO

Bénh nhén can bio cho bac si hoic dén ngay bénh vién.

NHUNG PIEU CAN THAN TRONG KHI DUNG
THUOC NAY

Huyét khéi tim mach

Céc tri¢u chung cua huyét khéi tim mach bao gém: Pau
nguc, thd ngan yéu 6t, noi lap.

Bénh nhén cin ngay 1ap tirc béo cho bac st didu tri hodc dén
ngay bénh vi¢én n€u gdp phai céc tri¢u ching nay khi dung
thudc.

Tdc dpng trén dwong tiéu héa

Cac tri¢u chung cua loét va xuét huyét dudng tiéu hoa bao
gdm: Pau thugng v‘i, kho tiéu, Sii ngoai phan den, nén ra
mau. Khi sir dung dong thoi thude nay vai aspirin liéu thap
trong du phong bénh tim, nguy co xuat huyét dudng tiéu
hod s& tang lén.

Bénh nhan cin ngay l4p tirc bao cho béc sT didu tri hodc dén
ngay bénh vién néu gdp phai céc trigu ching nay khi dung
thudc.

Tdc dpng trén gan

Nhitng déu hiéu cua ddc tinh trén gan gdm: Budn ndn, mét
moi, hon mé, tiéu chay, ngira, vang da, dau hé chdu phai,
triéu chirng gia cum.

Bénh nhan cin ngay ldp tirc bao cho béc si diéu tri hodc dén
ngay bénh vién néu gap phai céc triéu ching nay khi dung
thudc.

Ting huyét dp

Céc NSAID bao gbm ca LoxicSaVi 15 c6 thé lam ting
huyét 4p hoic lam ning thém tinh trang tang huyet ap tu
trude va dan dén tdng nguy co xay ra céc bién ¢ tim mach.
Bénh nhén tang huyét 4p can than trong khi dung thudc nay
va can duoc theo ddi chit ché huyét ap khi bat dau va trong
sut qua trinh sir dung thudc.

bap ung diéu trj cua mot sb thudc diéu tri ting huyet ap ¢c6
thé giam khi dung cung thudc nay (tham khao phan NEN
TRANH DUNG NHUNG THUOC HAY THUC PHAM Gi
KHI BANG SU"DUNG THUQC NAY). Bénh nhan can hoi
y kién bac si vé viéc dung dong thoi cac thudc nay véi
LoxicSaVi 15.

Suy tim sung huyét va phit

Triéu ching cua suy tim sung huyét gdm: Thé ngén, tang
can khong rd nguyén nhan, phu.

Bénh nhan cén ngay lap tirc béo cho bac sT diéu trj hodc dén
ngay bénh vién néu gdp phai cac triéu chirng nay khi dung
thudc.

Tdc dpng trén thin

Sur dung meloxicam kéo dai c6 dé gdy hoai tir nh than, suy
than, suy than cap va ton thuong khac trén than. Bénh nhan
cd thé tich va luu lugng méau qua tha@n giam, dung thudc
NSAID c6 thé nhanh chéng lam [0 rd sy mat bu cua thén,
tuy nhién tinh trang nay thudong dugc phuc hdi tro lai trang
thai binh thudng néu ngung dung NSAID. Nhing bénh
nhén c6 nguy co cao nhat bi phan (ng trén 1a cac bénh nhan
suy thdn, suy tim, rbi loan chirc néng gan, sir dung thubc loi
tidu, thudc uc ché enzym chuyén, chét rc ché thu thé
angiotensin 11, ngudi 16n tudi.

Tuy theo muc dd suy than, bac si s& quyé:t dinh lidu ding
cho tirng bénh nhan va trong qua trinh diéu tri, bénh nhén
can dugc theo ddi chédt ch& chirc ndng than.

Thén trong khi méi bt du sir dung meloxicam & ngudi bj
mﬁt nudc hodc ngudi cd bénh than tir trude, nén bu nude
day du.

Céc chit chuyén hoa ciia meloxicam dugc thai trir qua thén,
do d6 bénh nhan bi suy than dang k&€ phai dugc theo dai
chadt ché.

Phdn teng séc phin vé

Triéu chiing ctia sdc phan vé: Kho thd, phii mét hodc hong.
Bénh nhan cin ngay lap tic béo cho béc sT diéu trj hoic dén
ngay bénh vién néu gap phai céc tri¢u chiing nay khi dung
thude.

Phdn teng bit lgi trén da

Néu xuit hién ban da, bénh nhén can ngay 1ap tirc bdo cho
bac si diéu trj hoic dén ngay bénh vién néu gip phai cac
triéu ching nay khi dung thudc.

Diéu tri bang corticosteroid

Khéng sir dung meloxicam thay thé cho corticosteroid hogc
trong diéu tri thiéu hut corticosteroid. Bénh nhan can dugc
giam lidu corticosteroid tir tir trong trudng hop mudn ngung
dung thudc.

Che déu trigu chitng viém va st

LoxicSaVi 15 ¢6 thé che glau mdt s& ddu hiéu nhiém triing
(nhu dau, sbt, do, sung), diéu nay c6 khién bénh nhan cho
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ring tinh trang nhidm tring da tré nén tét hon hodic khéng
déng nghiém trong.

Tdc djng huyét hoc

Meloxicam c6 thé gdy thiéu mau do lam giit nudc, xut
huyet dudng tiéu héa hodc anh hudng lén qua trinh tao
hong cau. Khi sir dung LoxicSaVi 15 kéo dai, bénh nhan
can dugc lam xét nghiém mau néu c6 cac ddu hiéu thiéu
mau.

Thubc nay c6 the lam kéo dai thoi gian dong méu. Bénh
nhan dang bi réi loan déng mau hoic dang dung thuée
chéng déng méu phai dugc theo di chdt ché& néu dung cuing
LoxicSaVi 7,5.

Bénh nhén cé tién sit hen

St dung aspirin & bénh nhén cé tién sir mAn cam véi aspirin
¢6 thé lién quan dén co thit phé quan ning din dén tur vong.
Phai than trong khi sir dung LoxicSaVi 15 & bénh nhdn man
cam vai aspirin hodc ngudi bi hen boi vi da c6 béo cdo phan
g chéo gitra aspirin va cac NSAID xay ra ¢ bénh nhan
man cam aspirin.

Lactose

Thuég c6 chira ta du‘qc lact’ose monohydrat, bénh nhan mic
cac roi loan di truyén hiém gdp v€ dung nap galactose,
ching thi€u hut Lapp lactase hodc roi loan hap thu glucose-
galactose khong nén sir dung thudc nay.

St dung cho phu ni¥ cé thai va cho con bu

Thubc nay dugc khuyén cdo khong dung cho phu nir c6
thai, nhat 1 trong 3 thang cudi thai ky vi c6 the déng sém
ong dong mach hodc céc tai bién khac cho thai nhi.

Khong 13 thudc c6 tiét vao sira ‘me hay khong, tuy nhién
nghién ciru thyc nghiém cho thdy thudc c6 tiét trong sira
chudt, cin thén trong khi dung cho phu nit cho con bu.

Tic djng ciia thudc khi ldi xe, vin hanh mdy méc

Thubc khéng anh huong dén lai tau xe, van hanh may
nhung do c6 thé gy ra tac dung khong mong mudn nhu
chéng mat, budn ngu nén t6t nhat khong dung meloxicam
khi dang tham gia cac hoat dong nay.

~ KHI NAO CAN THAM VAN BAC SI, DUQC SI

- Bénh nhan mn cam véi bat ky thanh phan nao ctia thudc

- Pang méc céc bénh khac

- bang str dung céc thudc khac

- Phu ni¥ ¢6 thai hodc dy dinh c6 thai, phu nir dang cho con b
Néu cin thém thong tin xin héi y kién bdc st hodc dwgc st
HAN DUNG CUA THUOC

36 thang ké tir ngy san xuét

Sin xuat tai:

TRACH NHIEM TRON VEN

CONG TY CO PHAN DUGC PHAM SAVI

( Savipharm j S ()

L6 Z.01-02-03a Khu Céng nghiép trong Khu Ché xuét Tén
Thuén, Phudong T4n Thuin Béng, Qudn 7, Thanh phd HO
Chi Minh.

Dién thoai: (84.28) 37700142-144.

Fax: (84.28) 37700145.

NGAY XEM XET SUA POI, CAP NHAT LAI NOI
DUNG HUONG DAN SU DUNG THUOC:

B. HUONG DAN SU DUNG THUOC CHO CAN BO Y TE

DUQC LUC HOC
Ma ATC: MO1A C06
Loai thuéc: Thudc chéng viém khong steroid

Meloxicam 14 thudc chéng viém khong steroid (NSAID:
Nonsteroidal anti- mﬂammator’y drugs) dan xuét cua
oxicam. Thuoc c6 tac dung chong viém, giam dau, ha sét.
Ciing giéng nhu mét sb thuoc chéng viém khéng steroid
khéc, meloxicam trc ché su tdng hop prostaglandin, chét
trung gian c6 vai trd quan trong trong co ché bénh sinh cua
qua trinh viém, sét, dau.

Meloxicam truéc ddy dugc coi 12 1 thudc tc ché chon
loc COX-2 (COX-2: cyclooxygenase-2) vi dua vdo céac
nghién ciru in vitro. Nhung khi thi nghiém in vivo trén
ngudi, tinh chon loc trc ché COX-2 so Vi cyclooxygenase-
1 (COX-1: cyclooxygenase-l ) chi gép khoang 10 14n va c6
phin nao e ché san xuét thromboxan théng qua COX-1
clia tidu cdu véi ca 2 lidu 7,5 mg/ngdy va 15 mg/ngay.
Trong thuc nghiém ldm sang, meloxicam it cé tac dung
khong mong mudn vé tiéu hoa so véi cac thube e ché
khéng chon loc COX. Muc d6 e ché COX-1 cua
meloxicam phu thudc vao lidu dung (liéu 7,5 mg/ngay it
gdy tai bién hon liéu 15 mg/ngay) va su khic nhau gifra cac
ngudi bénh. Cén theo ddi thém vé 1am sang dé danh gia
dung muc d6 chon loc trc ché COX-2 cuia meloxicam.

DUQC PONG HQC

Hip thu

Meloxicam hdp thu tét qua dudng tiéu hoa, sinh kha dung
dudng uong dat 89% so v6i dudng tiém tinh mach, thirc &n
rat it anh huéng dén su hap thu. Nong d toi da cua thude
dang vién nén dat dugc sau khi udng 6 gio.

Phan b

Trong mau, meloxicam chu yét} gin vao albumin voi ti 18
trén 99%. Thudc khuéch tan tot vao dj‘ch khép, ndng do
trong dich khép dat tuong duong 50% ndng d trong huyét
twong, nhung dang thubc tr do cua thudc trong dich khop
cao gip 2,5 lan trong huyét tuong vi trong dich khép c6 it
protein hon. Thé tich phan bd ciia meloxicam khoang 10 lit.

Chuyén hod

Meloxicam bj cl}uyén hoa gan nhu hoan toan 0 gan vdi sy
xuc tdc chu yéu cua CYP2C9 va mét phan nhd cua
CYP3A4.

Thdi trie

Cac chat chuyen héa khéng con hoat tinh dugc thai trir cha

yéu qua nudc tiéu va qua phan. Mot lugng nhé thubc chua
chuyén hoa dao thai qua nude tiéu (0,2%) va phan (1,6%).
Thoi gian ban thai cua thudc trung binh 20 giv. G nguoi
giam nhe hodc vira chirc nédng gan, hodc thén (Cl; > 20
ml/phat) khong cdn phai diéu chinh litu meloxicam.
Meloxicam khéng thim tach dugc.

CHI PINH

Piéu tri bénh thodi hoa khdp, viém ct sdng dinh khép va
cac bénh khép man tinh khéc.

Giam tri¢u chimg cua bénh viém khép, viém khép dang
thap ¢ bénh nhan tir 2 tudi trd 1€n.

LIEU DUNG VA CACH DUNG

Cdch ding

Thubc dung dudng udng, ngay 1 lan.

Udng vao lac no hoac bét cir lic nao, ¢6 dung thudc khang
acid hay khong.
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Liéu ding

Nguoi lon:

- Viém khop dang thdp, viém cot séng dinh khop: 15 mg/
lan/ngay.

Khi diéu trj lau dai, nhét 1a & ngudi cao tudi hodic ngudi c6
nhi€u nguy co c6 tai bien phy, licu khuyén cdo 1a 7,5 mg/
lan/ngay.

Khong dugc vuot qua lidu 15 mg/ngay.

- Dot dau cdp cua thodi hoa khép: 7,5 mg/le‘i‘n/ngz‘iy. Khi can
(hodc khong dd), c6 thé tang téi 15 mg/lan/ngay. Khong
dugc vuot qua licu 15 (ng/ngéy. Doi voi ngudi ¢6 nguy co
cao tai bién, lieu khai dau 1a 7,5 mg/ngdy. Thoi gian diéu tri
2 - 3 ngay.

Ngudi cao tudi: Liu ding khuyén cdo 7,5 mg/1 1an/ngay.
Suy gan, suy thdn: nhe va vira, khong can phai diéu chinh
liéu; néu suy néng, khéng dung.

Suy thdn chay thdn nhdn tao: Liéu khéng dugc vuot qua 7,5
mg/ngay.

Tré em > 2 tuéi: 0,125 mg/kg/ngay. Liéu téi da 7,5 mg/ngay
Tré em < 2 tu6i: An toan va hiéu qua chua dugc xac dinh

CHONG CHI PINH

- Min cam v&i meloxicam hodc bét ky thanh phin nao cua
thudc, ngudi c6 tién s di tmg véi aspirin hodc céc
NSAID khéc. Khéng dugc dung meloxicam cho nhitng
ngudi ¢6 triéu ching hen phé quan, polyp mii, phii mach
than kinh hodc bi pht Quincke, may day sau khi diung
aspirin hodc cic thudc chong viém khong steroid khac.

- Loét da day - ta trang tién trién.

- Chay mau da day, chay mau ndo.

- Suy gan ndng va suy than nang khong loc mau.

- Phu nir ¢6 thai va cho con bu.

- Khéng dung cho nhitng ngudi suy tim nangchua dugc
diéu tri én dinh.

- Giam dau cho bénh nhan khi phiu thuat mach vanh.

CAC TRUONG HQP THAN TRONG KHI DUNG
THUOC

Nguy co huyét khéi tim mach

Céc thudc chdng viém khong steroid (NSAIDs), khong phai
aspirin, dung dudng toan thén, c6 thé lam tang nguy co Xuit
hién bién c6 huyét khdi tim mach, bao gdm ca nhdi mau co
tim va dot quy, c6 thé dan dén tir vong. Nguy co ndy c6 thé
xudt hién sém trong vai tudn ddu dung thudc va c6 thé ting
lén theo thoi gian dung thuoc Nguy co huyét khéi tim
mach dugc ghi nhan chu yéu & lidu cao.

Biéc sT cdn danh gid dinh ky su xudt hién cua céc bién ¢ tim
mach, ngay ca khi bénh nhéan khdng c6 céc triéu chimg tim
mach truéc d6. Bénh nhén cin duge canh béo vé cac triéu
chimg cua bién ¢ tim mach nghiém trong va cin tham
kh&m béc si ngay khi xudt hién cac tridu chimg nay.

Dé giam thiéu nguy co xuit hién bién cb bit loi, can sir
dung LoxicSaVi 15 ¢ liéu hang ngay thdp nhit c6 hiéu qua
trong thoi gian ngén nhét c6 thé.

Tdc djng trén dwong tiéu héa

Ciing nhu cac NSAID khéc, meloxicam ¢6 thé gdy ra tac
dung khong mong mudn nghiém trong trén dudng tiéu héa
nhu loét, xudt huyét dudong tiéu héa, hodc thung, c6 kha
nang gy tir vong. Céc tac dung khong mong muon ndy ¢6
thé xay ra bit ctr lac ndo trong qua trinh diéu tri c6 hodc
khong kém theo déu hiéu canh bao. Bénh nhan c6 tién sir
loét, xudt huyét dudmg tiéu héa ma sir dung thudc NSAID
bao gdm meloxicam thi c6 nguy co phat trién thanh xut

huyet dudng tiéu hda cao gap 10 1an so v6i ngudi khong cd
yéu t& nguy co nay. Céc yéu tb nguy co nhu ngudi cao tudi,
sir dung corticosteroid, cic thudc chdng ddng, sir dung
thudc NSAID kéo dai, hut thudc, uéng ruou hodc strc khoe
yéu ciing lam tang nguy co xay ra xudt huyét dudng tiéu
héa & ngudi dung NSAID. Can theo ddi can than nhimng
bénh nhan c6 cac yéu td nguy co nay.

Pé giam nguy co xay ra tic dung khong mong mudn trén
duong tiéu hoa, nén dung NSAID liéu thap nhit c6 hiéu qua
trong thoi gian ngén nhat c6 thé. Bac sy va bénh nhan phai
lwu ¥ cc dau hiéu va trigu chimg loét va xudt huyét tiéu hoa
khi sir dung meloxicam, can tién hanh danh gia va diéu tri
bd sung néu nghi ngd c6 tic dung khong mong mudn
nghiém trong trén dudng ti€éu hdéa. Phai ngung dung
meloxicam cho dén khi xir Iy xong tac dung khéng mong
mudn nay. Bénh nhin nguy co cao c6 thé phai dung ligu
phép diéu trj thay thé khong phai 14 thudc nhém NSAID.
Tdc dpng trén gan

D3 c6 béo cdo ting gidi han cua cac xét nghiém vé gan ¢
khoang 15% bénh nhin dung NSAID bao gdm ca
meloxicam. Ciing ¢6 béo cdo hiém gip cac phan tng
nghiém trong & gan nhu vang da, viém gan, hoai tir gan, tir
vong. Khi sir dung meloxicam ma c6 cac biéu hién bat
thuong vé chic nang gan, ngudi bénh phai dugc kiém tra
chirc ndng gan.

Bénh nhan c6 triéu chimg nghi ngo rdi loan chirc ning gan
hodc ngudi cé két qua bat thudmg trong xét nghiém chirc
ndng gan thi phai dugc dénh gia liéu c6 hay khong phan
ung nghiém trong & gan khi dung meloxicam. Bénh nhan
néu dugc xac dinh c6 bénh v& gan hoic cac biéu hién nhu
phét ban, ting bach ciu ua base thi cdn ngung ding thudc.
Ting huyét dp

Céc NSAID bao gdm meloxicam c6 thé lam ting huyét ap
hodc 1am nang thém tinh trang tang huyet ap tir trudc va dan
dén tang nguy co xay ra cac bién cé tim mach. Thén trong
khi dung meloxicam cho ngudi tang huyet ap, theo ddi chat
ch& huyét ap khi bat ddu va trong sudt qua trinh sir dung
NSAID

Pap (g cua céc thude e ché enzym chuyén angiotensin,
thude lgi tiéu quai, cac thiazid c6 thé bi giam khi ding cung
NSAID.

Suy tim sung huyét va phii

St dung meloxicam thdn trong cho ngudi bi phu, gitr nude,
tang huyét 4p hodc suy tim sung huyét.

Tdc dpng trén thin

St dung meloxicam kéo dai c6 dé gay hoai tir nhi thén, suy
than, suy than cép va tén thuong khéc trén than. NSAID tc
ché téng hop cac prostaglandin & than c6 vai trd hd tro
trong viéc duy tri su tudi mau than. Bénh nhan c6 thé tich
va luu lugng méu qua than giam, dung thubc NSAID c6 thé
nhanh chéng 1am 16 rd su mat ba cua than, tuy nhién tinh
trang nay thudong dugc phuc hdi tré lai trang thai binh
thuong néu ngung diung NSAID. Nhitng bénh nhén c6 nguy
co cao nhét bj phan img trén 1a cac bénh nhén suy than, suy
tim, r01 loan chirc ndng gan, sir dung thudc loi tidu, thube
trc ché enzym chuyén, chét (rc ché thu thé angiotensin I,
ngudi cao tudi.

Khong can diéu chinh lidu meloxicam & bénh nhan suy than
nhe dén vira, khong ding meloxiacm cho bénh nhén suy
thdn nidng do thanh thai creatinin dudi 20 ml/phut. Liéu
dung cua meloxicam cho bénh nhan suy than giai doan cudi
dang loc méau khéng dugc vugt qua 7,5 mg/ngay. Theo doi
chit ché chic nang than & bénh nhan suy than cé sir dung

meloxicam.
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Than trong khi méi bit ddu sir dung meloxicam & nguoi bi
mét nuéc hodc ngudi c6 bénh than tir trude, nén bu nude
diy du.

Céc chét chuyén héa ciia meloxicam dugc thai trir qua than,
do d6 bénh nhan bj suy thdn dang ké phai dugc theo doi
chit ché.

Phin teng séc phdn vé

Séc phan vé c6 thé xay ra khi sir dung meloxicam, khéng
nén dung meloxicam cho bénh nhan min cam v&i aspirin.
Cac triéu chirng thudng xay ra ¢ bénh nhan hen kém theo
viém mii va/hodc polyp mii, nghiém trong hon <6 thé gy
tor vong sau khi ding NSAID. Phai tién hanh cép ctu néu
xay ra phan ung soc phan v§.

Phdn ieng bit lgi trén da

NSAID bao gdm meloxicam ¢ tbé gdy ra cac phan ung
nghiém trong & da, mot s& ¢ thé gy tir vong, bao gdbm
viém tréc 1o da, hi ching Stevens-Johnson, hoai tir bi€u bi
nhigm doc. Nén ngimng sir dung meloxicam ngay khi xudt
hién nhitng not mén ¢ da, thuong tdn & niém mac hodc bét
ctr ddu hiéu man cam nao.

Diéu tri bing corticosteroid

Khong sir dung meloxicam thay thé cho corticosteroid hoac
trong diéu tri thiéu hut corticosteroid. Phai giam liéu
corticosteroid tir tir trong trudong hop mudn ngung dung
thudc.

Che diu triéu chitng viém va st

Meloxicam c6 tac dung ha sét va giam viém nén c6 thé lam
giam céc dau hiéu dé chan dodn bién ching do nhi€m trung
hodc dau.

Tic djng huyét hoc

Meloxicam c6 thé gdy thiéu mau do lam gitr nudc, xuét
huyet dudng tiéu héa hodc anh hudng lén qua trinh tao
hdng cdu. Ngudi sir dung NSAID kéo dai bao gdm ca
meloxicam phai dugc lam xét nghiém hemoglobin va ty 1€
hong cdu néu co6 cac dau hi¢u thiéu mau.

NSAID kéo dai thoi gian dong méu vi chéng két tap tiéu
cau. Ngudi dang bi réi loan déng méau hodc dang dung
thudc chéng dong mau phai dugc theo doi chit ch& néu
dung cung meloxicam.

Bénh nhin cé tién sir hen

St dung aspirin & bénh nhan c6 tién sir man cam vdéi aspirin
¢ thé lién quan dén co that phé quan ning din dén tir vong.
Phai than trong khi stir dung meloxicam & bénh nhidn man
cam véi aspirin hodc ngudi bi hen bai vi dd ¢6 bao cdo phan
g chéo gitra aspirin va cac NSAID xay ra ¢ bénh nhén
man cam véi aspirin.

Lactose

Thuoc c6 chira ta duge lactose monohydrat, bénh nhan méc
cac réi loan di truyén hiém gap vé dung nap galactose,
chirng thiéu hut Lapp lactase hodc rbi loan hép thu glucose-
galactose khong nén sir dung thudc nay.

Sir dung cho phu ni¥ ¢é thai va cho con bu

Thoi ky mang thai

Nghién ctru thuc nghiém khong thdy bang ching gy quai
thai ciia meloxicam. Tuy nhién, meloxicam dugc khuyén
cao khong dung cho phu nir c6 thai, nhét 1a trong 3 thang
cudi thai ky vi c6 thé dong sém éng dong mach hodc cac tai
bién khac cho thai nhi.

Thoi ky cho con bii

Khong 13 thudc c6 tiét vao sira me hay khong, tuy nhién
nghién ciu thuc nghiém cho thdy thudc co tiét trong sira
chudt, cin than trong khi ding cho phu nir cho con ba.

Tdc dpng ciia thudc khi ldi xe, vin hanh mdy mdc

Thudc khong anh hudng dén l4i tau xe, van hanh may
nhung do c6 thé gdy ra tac > dung khong mong muén nhu
chéng mat, budn ngu nén tét nhat khong diung meloxicam
khi dang tham gia cac hoat dong nay.

TUONG TAC VOI CAC THUOC KHAC VA CAC
LOAI TUONG TAC KHAC

Thubc c6 tic dung hiép dong tang muc trén su (c ché
cyclooxygenase Vi cac thudc chéng viém khéng steroid
khac & liéu cao lam ting nguy co loét da day-ta trang va
chay mau, cho nén khéng dung meloxicam cung véi céc
thudc chéng viém khong steroid khéc.

Thubc chéng dong méu dang udng, ticlopidin, heparin,
thuéc 1am tan huyét khdi: Meloxicam lam ting nguy co
chay mau, do vdy tranh phéi hop. Trong quaé trinh diéu tri
cin theo di chit ché tic dung chdng déng mau.

Lithi: Meloxicam lam ting ndng d¢ lithi trong mau, do vay
can phai theo doi nong d¢ lithi trong mau trong qua trinh
dung két hgp hai thudc véi nhau.

Methotrexat: Meloxicam lam ting dgc tinh ciia methotrexat
trén hé thong huyét hoc, do d6 can phai dém té bao méu
dinh ky.

Vong tranh thai: Thudc lam giam hi¢u qua tranh thai cua
vong tranh thai trong tir cung.

Thuéc,lqi ni¢u: Meloxicam c6 th,é lam tdng nguy co suy
than cap ¢ nhitng bénh nhén bi mét nudc. Trudng hop phai
dung phoi hop thi can phai cung cap du nuée cho bénh nhan
va phai theo ddi chirc nang thdn can thén.

Thudc ha huyét 4p nhu: Thudc tc ché o- adrenergic, thudc
trc ché enzym chuyén dang angiotensin, cdc thubc gian

mach. Meloxicam Gc ché tong hop prostaglandin nén lar\
oK

giam tac dung gidn mach, ha huyét 4p cua céac thudc phé

hop. /\\\
Cholestyramin: Cholestyramm gin v&i meloxicam & duo‘ng\ ]

tiéu hod lam giam hép thu, tang thai trir meloxicam.

Cyclosporin: Meloxicam lam tang doc tinh trén than do va
khi ph6i hop cén theo ddi chirc nang than cén than.

Warfarm‘. Meloxicam c6 thé lam ting qua trinh chay m’aﬂ,
do vdy can phai theo ddi thoi gian chady mau khi ding kém.
Furosemid va thiazid: Thudc 1am giam téc dung loi niéu cua
furosemid, nhém thiazid.

TAC DUNG KHONG MONG MUON CUA THUOC

Ciing gidng nhu NSAID khéc, meloxicam thudng gay ra
céc tac dung khong mong mudn & nhiéu co quan nhu bién
¢b tim mach, anh hudng trén dudng tiu hoa, gan, huyét ap,
than, suy tim sung huyét, phan (ng sbc phan v¢, phan {mg
c6 hai trén da. Tac dung khong mong mudn cua meloxicam
phan loai theo tan sudt gap va tac dung diéu trj nhu sau:
Nguwoi lon

Tdc dung khéng mong muén xdy ra voi ty 1é > 2%

Tiéu héa: Dau bung, tao bon, tiéu chay, khé tiéu, dy hoi,
budn ndn, ndn.

Toan than: Phu, phu phu thudc, phu ngoai bién, phu céc chi,
triéu ching giong nhu bj ciim, dau.

Heé than kinh — tim thin: Pau diu, chéng mit.

Mau: Thiéu mau

Da: Ngra, phat ban, phat ban dat san, phét ban ndi man trén
da

Ho6 hép: Nhidm khuin dudng hd hap trén (viém hong, viém
xoang, viém thanh quan, ho).

\
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Hé co xuong: Pau khdp, tran dich khép, thoai hoa khép,
dau lung

Tiét niéu: Tiéu nhiéu, nhiém khuén dudng tiét niéu.

Cdec tdc dung khéng mong mudn xay ra véi ty Ié < 2%

Toan than: Phan ung dj tmg, phi mit, sét, do bing mat, mét
mdi, ngat, giam can, ting cén.

Tim mach: Pau thit nguc, suy tim, tang huyét ap, ha huyét
ap, nhoi mau co tim, viém mach.

Than kinh: Co giét, di cam, run, chdng mat.

Tiéu héa: Viém dai trang, kho miéng, loét ta trang, ¢ hoi,
viém thuc quan, viém da day, trdo ngugc da day, loét da
day-ta trang, xuat huyét tiéu hoa, dai tién ra mau den, nén ra
mau, thung rudt, viém tuy, viém miéng.

Tim va nhip tim: Loan nhip, danh tréng nguc, nhip tim
nhanh

Mau: Giam bach cau, ban xut huyét, giam tiéu cau.

Gan mat: Tang aspartate aminotransferase, ting gamma-
glutamyltransferase, tang bilirubin, viém gan.

Dinh dudng va chuyén héa: Mat nudc.

Than kinh: Ngu mo, lo 4u, ting cam giac thém an, 1a l4n,
trdm cam, budn ngu.

Ho hip: Hen, co thit phé quan, khé thg.

Da: Rung téc, phu mach, da béng nuéc, nhay cam véi anh
sang, ngura, tang ti€t mo hoi, n6i may day.

Giac quan dic biét: R&i loan tm nhin, viém két mac, rdi
loan vi giac, u tai.

Hé tiét niéu: Albumin niéu, tdng nito ure mau, tang
creatinin, tiéu tién ra mau, suy than.

Ve nguy co huyét khéi tim mach: Xem thém ph'«“}n CAC
TRUONG HOP THAN TRONG KHI DUNG THUOC

Tré em

Tac dung khong mong muén & tré em khi sir dung
meloxicam tuong ty nhu & ngudi Ion, mdc du tan suat c6
the khac. Tac dung khong mong mudn pho bién nhat la dau
bung, non, tiéu chay, dau dau, sot xay ra vdi tan suat thuong
xuyén hon so véi ngudi 16n.

Phét ban xay ra vdi ty 1€ <2% & tré sir dung meloxicam

Cdec tdc dung khong mong muén khdc

Bi tiéu tién cép tinh, giam bach cdu hat, thay di tim trang,
phan g phan v¢ bao gom sdc, hong ban da dang, viém da
troc vay, viém than k& vang da, suy gan, hdi ching
Stevens-Johnson va hoai tir biéu bi nhiém ddc.

QUA LIEU VA CACH XU TRI

Céc triéu chimg cta qué liu NSAID gdm: hon mé, budn
ngu, budn noén, ndn va dau thugng vi. Céc triéu chirng nay
¢6 thé héi phuc sau khi dugc diéu trj hd trg. C6 thé xay ra
xuét huyet dudng ti€u hoa. Tinh trang tang huyét ap, suy
than cdp, suy ho hdp va hn mé ciing c6 thé xay ra nhung
hiém gap.

Hién nay chua c6 thudc dbi khang ddc hiéu meloxicam nén
trong trudong hop qua liéu, ngoai bién phap diéu trj triéu
chirng, hdi sirc can phai sir dung bién _phap tdng thai trir va
giam hép thu thuéc nhu: rira da day, ubng cholestyramin.
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