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TROSICAM 15 mg Oﬂ“ﬂ |]'

Meloxicam 15 mg 00000

Composition: Each tablet contains T Oradisparsible takems
Meloxicam 15 mg. {Sweetners:

Aspartame and Sorbitol)

Indications, dosage, contraindications, precautions and

warnings: please consult the insert before use. Manufactured for:

000000

KEEP OUT OF REACH OF CHILDREN.
Store in a cool, dry place below 30°C.

Eurodrug Laboratories S.A. (Belgium).
by: Alpex Pharma S.A.
Via Cantonale, 6805 Mezzovico (Switzerland).
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Meloxicam 15 mg 0 000000700000 °o |
Composition: Each tablet contains 20 Orodispersible Tablets X EE
Meloxicam 15 mg. {Sweetners: < 5 ]
Aspartame and Sorbitol) g 5
Indications, dosage, contraindications, precautions and 1
‘>— warnings: please consult the insert before use. Manufactured for: | |
Eurodrug Laboratories S.A. (Belgium). [
KEEP OUT OF REACH OF CHILDREN. by: Alpex Pharma S.A. |
Store in a cool, dry place below 30°C. Via Cantonale, 6805 Mezzovico (Switzerland). | [
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TROSICAM 15 mg

Meloxicam 15 mg

Composition: Each tablet contains 30 Orodispersible Tablets

Meloxicam 15 mg. (Sweetners:
Aspartame and Sorbitol)

Indications, dosage, contraindications, precautions and

warnings: please consult the insert before use. Manufactured for:
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KEEP OUT OF REACH OF CHILDREN.
Store in a cool, dry place below 30°C.

Eurodrug Laboratories S.A. (Belgium).
by: Alpex Pharma S.A.
Via Cantonale, 6805 Mezzovico (Switzerland).
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T TROSICAM 7.5 mg

| Meloxicam 7.5 mg
Composition: Each tablet contains 100 Orodispersible Tablets
Meloxicam 75 mg (Sweetners

Aspartame and Sorbitol)

dosage,
| warnings: piaasa consult the insert befora use Manulacturad for
SA.
KEEP OUT OF REACH OF CHILDREN by: Alpex lerma S A,
| | Store i 8 cool, dry place below 30°C Via Canty 1t

ED) 606234
1012

SRS |

;

Batch No.  : xxxx
Mfg. date
Expiry date :

146

TROSICAM 7.5 mg

Meloxicam 7.6 mg
100 Orodispersible Tablets
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XXXXX
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TROSICAM 7.5 mg

Meloxicam 7.5 mg
100 Orodispersible Tablets

TROSICAM T {19 vien phén tan trang midng s kit
nubt. $6 DK: VN-xx;
Melosicom 7.5 mgén. Hop 10 i » 10 vién
Chi djah, cach dung dlAm; chi dinh va cac thong Un khac. xem
1109 1 hudng adin sir
S518 SX.nan-NSX. okt - HD: aaoaane
Bdo qudn & et &0 dud 30 €. DG xa thm tay tré om
9

A
(] Via Cantonale - 6205 Mozzovico - Thuy Si
DRNK

EEB N |

Zacde ‘Momavas 8 bis rue Colbert
91320 WISSOUS
353 148 463 RCS PARIS
Siret 153 148 463 00048 - APF 514 N
Tél. :01 &7 74 90 30 - Fax: 01 62 7450 31

TROSICAM 7.5 mg

Meloxicam 7.6 mg
100 Orodispersible Tablets

@

ol

O

=}
(=}
(=}
f="
[=}




https://nhathuocngocanh.com/

’

LE 06 ¥ €9 L0 KB - 0E 06 ¥/ 59 1071

N bLS 3dY - 87000 E9¥ 8V L ESE IS
SidYd Sod €9Y 8L ESE

SNOSSIM OTELG

1aqj0D) BN SI] 8 - SPARIUOWN 9P 38}

|
g

XXpXX]XX X XXXXXX 107
go=

yoIS AT
g @ \gw

oL P ol edsm‘:o pw g

s\a\ﬁzl go\w\ u 1
swav W i wv0!s0 |
® e
E s\a\“‘“c ‘3‘;25\*"\‘831
o0 B & s 1
s uu:“d ds‘pmo ew GV Vo‘ |
\uex o 39\10\" @ |
Je\ld @i o |
NS e esxv‘" [
5910 "y ol :mtﬂ\awu 1

pw SV

N S

010 pw G INVO‘ d
awu -L 'S euﬂe“d;;in
. 15 b |
’o S\S\““;:\mﬂ‘.*j

<odvd B/ H
~'S “:\Mdadswo puw oY w\-lol‘j
s‘a\qﬂ 59\10\" i |
Hu \wvo|s H

gw GV Lot
S ewm\l\dads\po,o
stk ac\*°\° iRl
[ g W |5 H
’“\\f ds\9°’° pw b V\IV i
\q '_)\’tm\B u -L 'S e\i
Vﬂl gya\c\ﬁl\
eun“““ s.pmo W 9\ |
5\:;““- eo\*o\o @

B SY Is
@ - * w 9 ax oot
s 0
S ews® Bds\‘)“’
1 \a\ﬂEL =100 v.\nﬁ°\°(‘5‘t

<ad B S o‘
- i i e % puw G lNV
S,a\ﬂ“ ul‘ VX! |
od\Y |
¥t \) ei;jeds‘pmo (
\a\q‘ﬂ— 33\1(0\9 H i

Ay |S
as\poxo @ pw g\ VO
%o\® “,m\\d
s e
jis0uL s
s ads\v°’° B ‘3‘ V
ga\t\“L s\%"\‘




R, TROSICAM 7.5 mg /15 mg

Vién phan tan trong miéng trwde khi nudt

DOC KY HUONG DAN SUf DUNG TRUG'C KHI DUNG,
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC SI.

THANH PHAN

MEIONICAIM v s semss i cpanennsearspnss IS SRR 7,5mg/15mg

Té duwoc: mannitol, mannitol pregranulated, sorbitol, kollidon CL, acid citric khan, aspartam, talc,
magnesium stearate, kollidon K30, natri lauryl sulfate, hwong yoghurt va hwong tréi cay rivng viva gl
modtviénnén.

DANG BAO CHE -QUY CACH DONG GOI
Vién phan tan trong miéng tre¢ekhi nuét.
HOp 1, 2, 3 hodc 10 vinhdm/nhom, mbi vi 10 vién nén.

CHIBINHBIEUTR]

Biéu trtridu chirng viém dau xwong khop (bénh hi khép, bénh thodi hoa khép).
Pidutritrieu chirng viém kho'p dang thap

Piéu tritrigu chirng viém crng khép dbt séng.

LIEU LIPONG VA CACH DUNG

Liéu lwong

Viém xwong khép: 7,5 mg/ngay. Néu can thiét co thé tang lidulén 15 mg/ngay

Viém kh&p dang thap 15 mg/ngay. Tty theo dap trng diéu tri, c6 thé gidm liducon 7,5 mg/ngay.
Viém cirng khop dét song 15 mg/ngay.

Néu bénh nhan 65 tu0| trd 18n, liéu khuyén céo trong diéu tri dai han bénh viém khép dang thap va
viém cung khop a6t song 1a7.5 mg/ngay

Tré'em vathanh thiéu nién: Chong chidinh dang Trosicamcho tré em va thanh thiéu nien dudi 16 tudi.
Bénh nhan cé nguy co giatang cac phan (rng c6 hai: bat dau didu trj véiliéu 7,5 mg/ngay.

E%nh nhan suy thén néng phai tham tach: khéngnéndung qualiéu7,5 mg/ngay.

Lieu khuyen c4o tbidahang ngay 1a 15 mg.

Cachduang

— Batvien thubc trén ludi.

— Viénthubc s& hoatan cham voinudebot (khdng dwoc nhai hay nuét vién thude).

— Nubtvéi 240 ml nwéc.

— Néubjkhdmiéng, dung nuwée dé lam am miéng trwde.

— Khéng dung qua lidutoi da dwockhuyén cao 15 mg/ngay.

— Cdthe bé daivién 15mg Gé st dung choliéu 7 5mag.

Cach mé vithude
Dé lay vien thudc ra khai vi, xé & vétkhia hinh V.

CHONG CHIBINH

Chéng chidinh dung TROSICAM cho bénh nhan dugc biéttdng min cam véi Meloxicam.

C6 kha nang man cam chéo v&i acid acetylsalicylic va cac thudc khang viem khong steroid khac

(NSAID).

Khdng nén diing TROSICAM trong cac trvdng hop sau:

— Tang man cam v&i Meloxicam hay bat ky thanh phan nao ciia thudc hodc tang man cam véi nhing
chét co tac dong tvong tu nhu NSAID, aspmn Khéng dugc st dung Meloxicam & nhirng bénh
nhan ¢é d4u hidu hen suyén, polyp mi, pht than kinh-mach hoic may day sau khi st dung aspirin
hay cacthuéc khang viém khéng steroid khac;

— Panghodc co tién st 06t thiing da day-rudt;

~ Viém ruét (bénh Crohn hodc viém loét daitrang);

— Suygan nang;
- Suythan nang khéng thadmtach; 2
— Xuéthuyéttiéu hoa, xuét huyét mach mau nao gén day hodc cacréiloan chay mau khac; -

— Suy tim nang khang kiém soat;

Tél

0162 74 9\) 30

— Tréem va thanh thiéu nién duoi 16 tudi;

— Phuy n@ cé thai hodcchoconbi; o

~ Chong chi dinh dung Meloxicam trong diéu tri dau trong giai doan sau phiu thuat ghép béc ciu
dong mach vanh (CABG).

CANHBAO VA THAN TRONG KHI S’ DUNG

Twong ty cacthude NSAID khac, nén than trong khi didu tri cho bénh nhan co tién st bénh dwong tiéu
hoa hoac bénh nhan dang diéu trj bang thudc chdng dong Can theo d&i bénh nhan c6 trigu chirng vé
dwong tiéu héa. Nén ngirng st dung Meloxicam khi xay ra viém loét da day hoac xuét huyet tiéu hoa.
Twong tw cac thuoc NSAID khac, xuét huyét, loét hoac thiing da day-rudt cé thé xay ra bat ky luc nao
trong qua trinh diéu trj, c6 hodc khong ¢6 dau hiéu canh bao hoac ¢ tién st bi bénh da day-rudt
nghiém trong treGe day. Hau qua cang nghiém trong hon & ngudri lé'n tudi.

Hiém c6 béo céo vé phan {ng da nghiém trong nhu viém da tréc vay, hdi chirng Stevens-Johnson,
hoai tt biéu bi nhiém doc co lién quan toi viéc st dung cac NSAID, nhwng co tru’ong hop gay tr vong.
Bénh nhan cé nguy co cao nhét xuat hién som cac phan (rng nay trong qua trinh diéu tri, da sd trwdng
hop khm phét trong thang d4u didu tri. Phai nglrng stk dung Meloxicam \ngay khi cé xuat hién phat ban
da, tdn thwong niém mac hodic batky déu hiéu khac clia s ting man cam.

Cac NSAID c6 thé lam ting nguy co bénh huyét khéi tim mach nghlem trong, nhdi mau co tim va dat
quy, co thé dua déntiy vong. Nguy co nay tang lén theo th&igian st dung

Nguy co nay sé caohon & bénh nhancébénhtim mach ho&cco cacyéutd nguy co'tim mach.

Cac NSAID trc ché qua trinh tong hop prostaglandm cua than, chét gitk vai trd hd tro trong viéc duy trl
tudi mau than, O’ bénh nhan cé luu lvong mau va thé tich mau & than giam, st dung NSAID c6 thé
thiic dAy sw mét bl ciia than r6 rang sau d6 c6 thé phuc hdi v& trang thai trede khi didu tri khi ngng st
dung céc thubc khang viem khoéng steroid. B&nh nhan ¢ nguy co cao bi cac phan (ing nay la cac
bénh nhan bj mét nudc, bénh nhan bj suy. tim sung huyét, xo gan, hoi chung than hw, bénh than ro

rang bénh nhan dang st dung thude loii tiéu hodic benh nhéan da trai qua cac cudc dai phau dan dén .

gidm lvu lwgng mau. O nhirng bénh nhan nay, thé tich nwéc tidu va chire n&ng than can duoc theo
dai chat ché ltc bét 6au didutri.

Trong trudng hep hiém, cac NSAID co6 thé 1a nguyén nhan clia viém than k&, viém cau than, hoai tir
tay than hodic hdi chirng than hw.

Khong nén dung ||eu I&n hon 7,5 mg Meloxicam cho bénh nhan suy than giai doan cudi dang tham
tach mau. Khéng cin giam lidu & bénh nhan bi suy than nhe hosc trung binh (d$ thanh thai creatinine
>25 ml/phut)

Nhw h3u hét cac thuoc NSAID khac, thinh thoang co tang néng dd transaminase trong huyet thanh
hodc céc thong s khac clia chirc nang gan. Trong hau hét cac trwdng hop, chitang nhe va thoang
qua trén m&cbinh thwong

Néu sy bat thudng nay la dang ké hoc kéo dai, phai ngung diing Meloxicam va tién hanh kiém tra
thich hgp.

Khong cangiam li&u & baénh nhan xo gan da éndinhtrénlam sang.

Bénh nhan 6m yéu hoac suy nhuge cé thé chiu dyng tac dung phy kém hon va cén theo di can than
nhu’ng bénh nhan nay Tuong tw cdc NSAID khac, nén than trong khi si? dung cho céc bénh nhan lon
tudi, nhitng ngum cé nhiéu kha nang b suy chirc nang than, gan hodgctim.

CacNSAID co thé %ay ra gxu natri, kali va nwéc va can thiép vao tac dung bai natri-niéu ca thubc loi
tiéu. Didu nay céth thuc day hoac lam trdm trong hon bénh suy tim hoac cao huyét ap & nhitng bénh
nhan nhay cam. Vivay cantheo d&ilam sang & bénh nhan cé nguy co.

Nhw cac NSAID khac, Meloxlcam c6 thé che gidu cac triéu chirng ciia bénh nhigm tring tiém an.

Nhw cac thude tre ché tdng hop cycloxygenase/prostaglandm st dung Meloxicam c6 thé 1am suy
giam kha nang sinh san vakhéng dwoc khuyen céo & nhirng phu nu muon cothai.

Vivay, & nhitng phu ni kho thu thai, hodc & nhi¥ng phu ni¥ dang digu tri vo sinh, nén xem xét dén viéc
ngwng dung Meloxicam.

TUONG TAC THUOC VA CAC TWONG TAC KHAC
— Cac thuéc tre ché téng hop Prostaglandin khac (PSI) bao gém céc glucocorticoid va cac salicylate
.Q{amd acetylsa//cyhc)
g khuyen cao dung ph0| hgp meloxicam v&i cac thuoc nay vi co tac dung hiép lwc lam tang
co loét va xuét huyét duwong tiéu hoa. Khong khuyen céo dung dong thdi meloxicam véi cac
c khang viém khdng steroid khac. Khi st dung déng thoi véi aspirin (1000 mg, 3 lan/ngay) &
amﬁgmmﬁguyan vién khde manh cé khuynh hwéng lam tang AUC (10%) va C,., (24%) cla

l6kicam. Khdng 16 y nghta lam sang cua tirong tac nay.
ARIS
48-APE514N

Fax:0169749031

<



— Céc thuéc chbng déng dang udng, thuéc chéng tiéu céu, heparin duong toan than, thudc lam tan
huyét khéiva thuc tre ché tai hdp thu chon loc Serotonin (SSRIs)
Lam tang nguy co chdy mau do (rc ché chirc nang clia tiéu ciu. Néu khang thé tranh két hop trén,
can phaitheo doi chat ché.

— Lithium
Céc NSAID lam tang néng dd lithium trong huyét twong do gidm bai tiét lithium qua than, co thé dat
t6i nguwéng doe. Khong khuyén co diing déng théri cac NSAID va lithium, Néu can thiét phai dung
kéthop, can theo doi c%n than ndng @6 lithium trong huyét twong khi bt dau diéu tri, didu chinh lidu
hay nguwng ding Meloxicam.

—~ Methotrexate )
Céac NSAID ¢ thé lam giam bai tiét methotrexate & dng than, do d6 lam tang ndng dé methotrexate
trong huyét twong. Vi vay, khéng nén st dung ddng thdi Methotrexate véi cac NSAID & nhiing
bénh nhan diing methotrexate liéu cao (hon 15 mg/tuan). Cén~xem'xét nguy co twong tac gitka cac
NSAID va methotrexate & bénh nhan s dung methotrexate liéu thdp, dc biét & nhizng bénh nhan
bisuy chtrc ndng than. Trong truéing ho'p phai phdihop diéu tri, can kiém tra cong thire mau va theo
d6i chirc néng than. Gan than trong khi st dung ddng thdi NSAID va methotrexate trong vong 3
ngay vi ndng do methotrexate trong huyét twong cd thé téng va gay tang dac tinh. Mac di duoc
ddng hoc clia methotrexate vai lieu 15 mg/tuan khong bi anh hwéng khi dung dong thoi voi
Meloxicam, can lvu y réing déc tinh trén huyét hoc clia methotrexate ¢6 thé tang lén rat nhiéu khi
duing ddng thévi véi cac thuée NSAID.

— Ngtrathai

D& cobao cao NSAID lam gidm hiéu qua chia vong tréanh thai.

Thubc loitiéu .

Diéu tri v&i cac thube NSAID ¢6 lién quan t6i kha nang suy than cip & bénh nhan bi mét nwéc. Bénh

nhén st dung ddng thoi Meloxicam va thuéc loi tiéu nén udng dl nwéic va theo ddi chire nang than

khi kh&i dau két hop didu tr.

~ Thudc trjcao huyét &p (B-blocker, thuc irc ché ACE, thubc gian mach, thubc o tiéu)

Giadm tac dung ctia thudc ha huyét &p do (rc ché sy gian mach cla prostaglandin khi didu trj bing

NSAID.

Cac NSAID va thuée d6i khang thy thé angiotensin Il ciing nhu cac chat ire ché ACE gay téc dung

hiép Iu‘)c trén s gidm do loc cau than. Nhirng bénh nhan bi suy than trudc dé cé thé dan dén suy

than cap.

Cholestyramin gén véi Meloxicam trong duéng tiéu hoa dan dén viéc thai trir Meloxicam nhanh

hon.

— Bdc tinh trén than clia cyclosporin cé thé tang I8n bdi cac NSAID do tac ddng trung gian cla
prostaglandin & than. Can danh gia chirc nang than khi ding két hop.

Meloxicam dugc ao thai gan nhw hoan toan nhér chuyén hoa & gan, trong d6 khoang 2/3 qua trung

gian enzyme cytochrome (CYP) P450 (chi yéu qua CYP 2C9 va mot phan qua CYP 3A4) va 1/3 theo

con dwong khac nhu qua trinh oxy hda peroxidase. C6 kha nang xay ra twong tac duge dong khi str

dyng déng théi Meloxicam va cac thube trc ché hoic b chuyén hoa b&i CYP 2C9 va/hodc CYP 3A4.

Khdng c6 tvong tac dwoc dong thich dang gitra thube-thude khi st dung két hop véi cac thube trung

hoa acid, cimetidine, digoxin va furosemide.

Khang thé logi trir kha naing trong tac véi cac thudc tri bénh tidu dudng dang udng.

S(F DUNG CHO PHY N(* CO THAI VA CHO CON BU
Chéng chidinh Trosicam trong subt thai ky.

Sy (e ché tdng hop prostaglandin c6 thé c6 anh hudng bét Igi cho phy ni ¢6 thai vavhodc sw phat
trién clia phdithai. D liéu nghién ctru dich t& cho thiy nguy co sy thai va di tat tim va khuyét tat thanh
bung triréc téng Ién khi st dung thudc trc ché téng hop prostaglandin & giai doan d4u thai ky. Nguy co
tuyét d6i ctia di tat tim mach tang tir < 1% lén dén khoang 1,5%. Nguy co nay duwoc cho la tang theo
lieu lvong va thai gian diéu tri. & dong vat, sir dung thudc tre ché tdng ho'p prostaglandin da cho thay
1am tang kha nang that bai trudic va sau khi cay phéi thai va gay chét phéi thai. Ngoaira, sy gia ting ty
1€ mdc phai cac di tat khac nhau, bao gdm tim mach, 43 dugc ghi nhan & dong vat c6 str dung thudc tre
ché tdng hop prostaglandin trong sudt giai doan hinh thanh cac co quan.

Trong bathang cuéi thai ky, tat ca cac thubc tre ché tdng hop prostaglandin cé thé gay cho thai nhi:

~ Doctinh tim phdi (§ong dng ddng mach sém va tang huyét ap dong mach phdi).
- Rdiloan chirc nang than ¢ thé dan dén suy than kem thidu 6i

Chobame va tré so sinh hoc & cudithai ky.

Zac de Mo
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- Cothékéo daithovi gian chay méau va tac dung chéng két tap tidu cAu cé thé xay ra ngay ca & lidu rat
thap. ~ ’

— Ucché cobdp tir cung dan dén tri hodin hay kéo dai sy chuyén da. ) )

DU khang ¢6 kinh nghiém rd rang dbi véi Meloxicam, cac NSAID duoc biét la c6 qua sira me. Vi vy,

nén tranh dung Meloxicam cho phy ni¥ dang cho con bu.

TAC DUNG DOI VO'I KhA NANG LAIXE VA VAN HANH MAY MOC

Khang cd nghién cteu chuyén biét vé tac dung trén kha nang 14i xe va van hanh may méc. Tuy nhién,
dwa vao nhirng mo ta so lwoc vé dwoclye va tac dung phu ciia thudc, Meloxicam covenhwkhong cé
hodc cé tac dong khdng dang Kké trén nhieng kha néng nay. Nhirng bénh nhan bj réi loan thj gic, ngui
gathosc réiloan hé thong than kinh trung wong khac, nén han ché I4i xe hosic van hanh may mac.

J\ﬂ@/

TAC DUNG KHONG MONG MUGN

Cac tac dung phy sau day da du'cgc ghinhan cé thé c6 lién quan dén viéc str dung Meloxicam. Cac tan

s6 liét ke dwdi day dwa vao céc tan xuét hién trong (ng trong cac th&r nghiém Iam sang, khong phan

biét bétky mdi quan hé nhan qua ndo. Théng tin nay dwa vao cac thir nghiém lam sang trén 3750 bénh
nhan d& dwoc diéu trj voi liéu mai ngay 7,5 hodic 15 mg Meloxicam dang vién nén hoac vién nang
trong khoang thoigian 1én den 18 thang (thoi gian diu tritrung binh 13 127 ngay).

Hétiéu hoa

>1% : Khé tiéu, budn ndn, ndn, dau bung, tdo bén, day ho, tiéu chay.

0,1% ~1%: Bat thudng thodng qua céc thdng sb clia chirc ndng gan (vi du nhw tang transaminase
hoéc bilirubin), o’ ndng, viém thirc quan, loét da day ta trang, xuét huyét tiéu hod tiém an
hay daithé.

<0,1%  :Thangdaday-rudt, viém daitrang, viemgan, viémda day.

Xuathuyét, loét hay thiing da day-rudt cé kha nang gay tir vong.

Hé huyéthoc

>1% : Thiéu mau.

0,1%~1%: R&i loan cng thirc mau bao gdm dém bach ciu chénh Iach, gidm bach ciu va giam tidu
cau. St dung ddng theri véi 1thube co thé gay doc tily xwrong, dac biét 1a methotrexate, cé
thé 1a métyéu t6 thuan lgi cho vigc khdi phat giam té bao mau.

Da

>1% : Ngtra da, ndi man.

0,1% ~1%: Viém miéng, may day.

<0.1%  :Nhay cdm anh sang. Trudng hop hiém: viém da bong nuée, hdng ban da dang, hai
chirng Stevens Johnson, hoai I bidu bi nhiém ddc cé th gap.

Hého hap

<0,1%  :Da ghi nhan sy khdi phat bénh hen suyén clp tinh & mot sé ca nhan khi dung aspirin
hodc cadc NSAID, bao gom ca Meloxicam.

Hé thén kinh trung vong

>1% : Hoamét, dau dau.

0,1% ~1%: Chéng mét, U tai, ngu ga.

<0,1%  :Lalanvamatdinh hwong, thay dbi tam trang.

Tim mach

>1% : Phu. . ‘

0,1% ~1%: Tang huyétap, danh trong ngwc, dd birng mat.

Heé niéu—sinh duc

0,1% ~1%: Céc théng sb chirc ndng than bat thuang (ting ndng do creatinin huyét thanh va/mhosc
nong do uré huyétthanh).

<0,1% :Suythancép.

Strdung cac NSAID c6 thé c6 lién quan ti réi loan tiéu tién, bao gdm b tidu cép tinh.

Réiloan thi giac )

<0,1%  :Viémkétmac, réiloan thigidcbao gbm mey mét.

Phan &ng qué man :

<0,1%  :Phumach va phan (ng tang man cam t&c thi bao gdm phan (rng phan vé hoic giéng
phanvé.




QUA LIEU VA CACH XU TRI )
Trong truéng hop qua liéu, nén ding cac bién phap thong thuong dé riva da day va cac bign phap ho
tro' toan than vi khéng cé thubc giai ddc déc higu. Mot thiy nghiém am sang da cho thay cholestyramin
téng thai trlr Meloxicam.

CACDPACTINHDUQC LIPC HOC - DU'Q'C DONG HOC

Dwec lwc hoc

Meloxicam I& thubc khang viém khéng steroid (NSAID) thudc nhém acid enolic ¢6 tac dung chéng
viém, gidm dau va ha sét & dong vat.

Meloxicam cho thdy c6 tc dong khang viém trong tat ca cac mé hinh viém chun. Co ché thong
thudng ctia cac tac dung trén la do Meloxicam co kha nang (rc ché sinh tdng hop prostaglandin, chat
trung gian gay viém, ) .
Sosanh cacliéu gay loét va liéu c6 tac dung chdng viém trén chudt bj viem khép da xac dinh mire didu
trj t8t hon & ddng vat so v&i cac NSAID tiéu chun. Trong thi nghiém in-vivo, Meloxicam trc ché sinh
téng hop prostaglandin & vi tri viem hiéu qua hon & trong niém mac da day hoac & than.

Nhirng khéc biét nay duoc cho 1a ¢6 lién quan dén (rc ché chon loc COX-2 so v&i COX-1 va ngudita
tin ring viéc trc ché COX-2 dan dén cac tac dung didu tri cia NSAID trong khi trc ché chll yéu COX-1
cothé gay ra cac tac dung phy trén da day vathan.

Tac dung chon loc trén COX-2 ctia Meloxicam da dwoc xac dinh trén ca 2 thi nghiém in-vitro va ex-
vivo trong mét loat cac hé thdng thi nghiém. Trong xét nghiém mau toan phan & ngudi, Meloxicam
cho thay tac dung (rc ché chon loc COX-2 trong thi nghiém in-vitro. Trong thi nghidm ex-vivo,
Meloxicam (7,5 va 15 mg) (rc ché COX-2 manh hon, do (¢ ché san xuat lipopolysaccharide-
stimulated PGE, (COX-2) manh hon so v&i sir san xuét thromboxane trong cuc mau déng (COX-1).
Téc dyung nay phu thugc liéu. Trong thir nghiém ex-vivo, Meloxicam khong c6 tac dong trén si két tap
tiéu cau hay thoi gian dong mau & lidu khuyén cao, trong khi indomethacin, diclofenac, ibuprofen va
naproxen (k¢ ché dang ké s két tap tidu ciu valam chay mau kéo dai.

Trong cac thir nghiém lam sang, tac dyng phu trén hé tiéu hoa nhw khé tidu, budn nén, ndn va dau
bung clia Meloxicam 7,5 mg va 15 mg dwoc ghi nhan |4 it hon so v6i cac NSAID dwoc so sanh, chil
yéuladoty & mac phaithap hon. Ty 1€ bi thiing, loét va xuét huyét dwong tiéu hoa trén do Meloxicam
1a thap va phy thudc liéu. .

Khong c6 nghién ctru don I& no cho thay sir khac biét co y nghia théng ké vé ti 18 bi thiing, thc nghén,
hodc xuét huyét drdng tiéu hda trén cé y nghia lam sang git*a Meloxicam va cac NSAID khac. Mot
phén tich gdp da duoc tién hanh trén cac bénh nhan duoc diéu tri bang Meloxicam trong 35 thir
nghiém lam sang trong bénh viém xwong khap, viem khé'p dang thap va viém ciing khop dét séng.
Trong cac thir nghiém nay Meloxicam dwoc st dung tir 3 tuan dén 1 nam (hau hét cac bénh nhan
tham gia nghién ctu 1 thang). Hau nhu tat ca cac bénh nhan tham gia vao céc thir nghiém déu c6 tign
st thiing, loét hodc xuat huyét tiéu hoa.

Ty 1€ bithing, tac rudt hoac xuét huyét dudng tiéu héa trén (POB) c6 ¥ nghia lam sang theo danh gia
hoi clru dura trén cac xem xét Goc 1ap khach quan.

Két qua duoc trinh bay trong bang sau:

Nguy cotich Idy POB ctia Meloxicam 7,5 mg va 15 mg tircéc nghién ctu lam sang doc lap khach quan
so sanh vdi Diclofenac va Piroxicam (wéc tinh Kaplan-Meier)

Diéutr Liéu | Thoigian | S6ltong bénhnhan POBs Nguyco | Bdtincay
| moingay | (ngay) |taigitagiai doanthir| trong giaidoanthtr| (%) 95%
{Meloxicam| 7,5mg 1-<30 9636 2 0,02 0,00-0,05
) 30-<91 551 1 0,05 0,00-0,13
15mg 1-<30 2785 3 0,12 0,00-0,25
| 30-<91 1683 5 0,40 0,12-0,69
i 91-<182 1090 1 0,50 0,16-0,83
| 182-<365 642 0 0,50
| Diclofenac| 100 mg 1-<30 5110 7 0,14 0,04-0,24
! 30-<91 493 2 0,55 0,00-1,86
: Piroxicam | 20 mg 1-<30 5071 10 0,20 0,07-0,32
! 30-<90 532 6 1,04 0,35-1,86
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Dwocddénghoc i i .
MAeloxicam dwoc hap thu tot qua dudng tiéu hoa, sinh kha dung tuyét déi cao dat 89% béng duwdng
ubng.

Sau khi ubng 11iéu duy nhét Meloxicam dwéi dang bao ché rén (vién nang hodc vign nén), ndng dé téi
da trong huyét trong trung binh dat dworc trong vong 5 - 6 gier. Khi stz dung nhidu 1n, trang thai 8n
dinh dat duoctrong vong 3tdi 5 ngay. ) i

Véiliéu 1 1an méi ngay, ndng do thudc trong huyét twong c6 dao déng dinh-day twong déi nhé trong
khoang 0,4 — 1,0 pg/ml déi véi _Iiéu 7,5 mg va khoéng 0,8 — 2,0 pg/ml dbi véi liéu 15 mg (twong tng
ndng d0 cao nhét va ndng dd th&p nhat & trang thai dn dinh). . .

Dung lién tuc trong th&i gian dai (vi du 6 thang) khdng cho thay bét ky sy thay @i nao vé& mat dwoc
déng hoc so v&i dirge dong hoc & trang théi &n dinh sau 2 tudn diéu tri bang duong ubng voi ligu 15
mg Meloxicam/ ngay. Vi vy, khng c6 batky sw khac bigt nao sau khi didu tri hon sau thang. Mire do
hap thu Meloxicam bang dwdng udng khong ddi khi ding cung ltc véi thikc an.

Phanbé . )

Meloxicam gan két vao protein huyéttirong, chi yéu 1a albumin (99%). . .
Meloxicam khuéch tén vao hoat dich, ndng 4 trong dich khé'p gan bang mot niva néng d6 trong huyét
twong. Thé tich phan b thap, trung binh 11 lit va dao déng tir 30 - 40% giira cac ca thé.

Chuyén héa sinh hoc .

Meloxicam chuyén héa gén nhw hoan toan qua gan. B&n chat chuydn héa khac nhau ciia Meloxicam
dwoc tim thay trong nurdc tidu, va déu Ia cac chat khdng con hoat tinh duoc Iwe. Chat chuyén hoa
chinh, 5'-carboxymeloxicam (60% lidu), dwoc tao thanh bdi qua trinh oxy héa clia chat chuyén hoa
trung gian 5'-hydroxymethylmeloxicam, chét nay cling dworc baitiét & mirc do thAp hon (9% liéu). Cac
nghién civu in-vitro cho thay CYP 2C9 déng vai trd quan trong trong qua trinh chuy&n hoa nay, va mét
phan nhé ciia isoenzyme CYP 3A4. Hoat tinh ciia men peroxidase c6 vai trd déi véi hai chét chuyén
héa can lai, twong Png v&i 16% va 4% liéu ding.

Thai trcr

Meloxicam duorc thi trir chti yéu & dang chét chuyén hoa, mot niva qua nude tidu va mat niva qua
phan. Dudi 5% liéu hang ngay durc bai tiét & dang khdng chuyn héa qua phan trong dé chi tim thay
chét gbc dwsi dang vét trong nudre tidu. Thoi gian ban thai trung binh khoang 20 gier. B thanh thai
clia huyét trong toan phan trung binh 1a 8 ml/phut.

Tuyén tinh/ phi tuyén tinh

Meloxicam ¢6 dwec dong hoc tuyén tinh trong pham vi liéu diéu tri tir 7,5 mg dén 15 mg khi st dung
bang duvdng udng.

Dan sé dic biét

Nguoicao tudiva bénh nhén c nguy co gia téng cac phan ing bat Ioi:

Lieu khuyén dung trong didu trj dai han bénh viém khép dang thap va viém cieng khop dét sbng &
bénh nhan cao tudila 7,5 mg/ngay. Bénh nhan cé nguy co gia tang cac phan (rng ¢4 hai, nén bat dau
diéu tri vailiéu 7,5 mg/ngay.

Bénh nhén suy than:

B0i v&i cac bgnh nhan suy than ndng phaitham téch, khng nén dung qualidu 7,5 mg/ngay.

Khong can giam lidu & cac bénh nhan bj suy than nhe t&i vira (d6 thanh thai creatinin > 25 ml/phat).
Xem muc chéng chi djnh.
-Bénh nhan suy gan: —
Khong can giam liéu & cac bénh nhan suy gan nhétdivi
chéng chidinh). .

BAO QUAN-HANDUNG
Bao quan & nhiét do duwdi 30°C.
Han duing: 36 thang ké tir ngay san xuét. |
Khong st dung thudc qua han ding ghi
Dé& xatdmtay vatam mitcaatré em.
Thudcban theo don.
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