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COMPOSITION: Each tablet contains:
Meloxicam .. i ..15mg
Excipients q 5. .1 tablet

INDICATION, CONTRAINDICATION, DOSAGE AND ADMINISTRATION:
Read carefully the enclosed leaflet.

STORAGE:
Keep in dry, protect from light, temperature not exceeding 30 e

KEEP OUT OF THE REACH OF CHILDREN
CAREFULLY READ THE INSERT BEFORE USE
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Rx: Thubc bin theo don

HUONG DAN SU DUNG THUOC
Vién nén THECOXI

CONG THUC: Cho 1 vién nén:

Meloxicam Bay phiy nim miligam 7,5 mg

Ta duoc Vira du mot vién

(Microcrystalline cellulose, croscarmellose sodium, PVP K30, lactose,
magnesi stearat)

QUY CACH PONG GOI: Hop 10 vi x 10 vién nén. .
DUQC LUC HOC: \é/

- Meloxicam la thudc khang viém khong steroid (NSAID) thude ho oxicam, ¢6 cac dac tinh

khang viém, giam dau va ha sot.

- Meloxicam ¢6 tinh khéng viém manh cho tét ca céc loai viém. Co ché chung cua nhimg tac
dung trén 1 do meloxicam c6 kha nang tic ché sinh téng hop cac prostaglandin, nhimg chét
trung gian gdy viém. Viéc so sanh gifra liéu gdy loét va lidu c6 hiéu qua khang viém & chudt
bi viém khop gitip x4c dinh mire didu tri vuot trdi trén tha vét so véi caec NSAID thudng. & co
thé sng (invivo), meloxicam trc ché sinh tdng hop prostaglandin tai vi tri viém manh hon &
niém mac da day hodc & than.

- Pic tinh an toan cai tién nay do thubc tre ché chon loc dbi véi COX - 2 so véi COX - 1. #
- So sanh giita lidu gy loét va liéu hiru hiéu khang viém trong thi nghiém gay viém ¢ chudt
cho thiy thudc ¢6 do an toan va hiéu qua diéu trj cao hon cac NSAID thong thudng khéc.
DUQC DPONG HOQC:

- Sau khi udng, meloxicam c6 sinh kha dung trung binh 14 89%. Néng do trong huyét tuong ti
1é véi liéu dung: Sau khi ubng 7.5 mg va 15 mg, ndng dé trung binh trong huyét tuong dugc
ghi nhén tuong ung tir 0,4 dén 1mg/l va tir 0,8 dén 2 mg/l (Cmin va Cmax & tinh trang can
bang). Meloxicam lién két manh vdi protein huyét twong, chii yéu la anbumin (99%).

- Thuéc duge chuyén héa manh, nhét 1a bi oxy héa & gbe methyl cia nhan thiazolyl. Ty 1é san
phim khéng bi bién ddi dugc bai tiét chiém 3% so voi liéu dung. Thude duge bai tiét phan
nira qua nudc tiéu va phan nira qua phén.

- Thoi gian ban huy dao thai trung binh la 20 gio. Tinh trang céan bang dat duoc sau 3 - 5
ngdy. Do thanh thai & huyét tuong trung binh la 8 ml/phut va giam & ngudi 16n tudi.

- Thé tich phén phéi thip, trung binh 1a 11 lit va dao dong tir 30 dén 40% gitta cac c& nhan.
Thé tich phan phé)i tang néu bénh nhan bi suy than ning, trudong hop nay khong nén vugt qui
liéu 7.5 mg/ngay.

CHI PINH: Diéu tri triéu chimg cac con viém dau man tinh trong:

- Viém dau xuong khop (hu khép, thoai hoa khaop).
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- Viém khép dang thép.

- Viém c6t song dinh khop.

CHONG CHI PINH:

- Tién can di img v&i meloxicam hay bat ky ta duge nao cia thude.

- C6 kha nang nhay cam chéo véi acid acetylsalicylic va cac thube khang viém khéng steroid
khac.

- Khéng dung Thecoxi cho nhimg bénh nhan c6 dau hiéu hen, polyp miii, phit mach hoic néi
mé day sau khi dung acid acetylsalicylic hay cac thubc khang viém khong steroid khéc.

- Loét da day ta trang tién trién.

- Suy gan nang.

- Suy than niing khéng duoc thim phan.

- Tré em dudi 15 tubi (vi liéu Thecoxi cho tré em chua duge xé4c dinh).

- Phu nir c6 thai hoac cho con bu. \a/ §

THAN TRONG:

Nhu cac khang viém khong steroid khdc, cin thén trong khi dung thudc nay & nhimg bénh
nhén ¢6 bénh 1y dudng tiéu hoa trén hoac dang diéu tri biang thudc khang dong. Phai ngung
dung Thecoxi ngay néu xuat hién loét da day ta trang hay xuat huyét duong tiéu hoa.

DPac biét Iuu y khi bénh nhén c6 cac biéu hién bt loi & da niém mac va cin xem xét dén viéc
ngung dung Thecoxi.

Cac khang viém khong steroid trc ché téng hop nhiing prostaglandin & than c6 vai tro hd trg
cho viéc tudi mau than. Nhimg bénh nhén c¢6 thé tich va lwu lvong méu qua thin giam, viéc
ding khang viém khong steroid cé thé nhanh chéng lam 1§ 16 su mét bu trlr cua than, tuy
nhién tinh trang nay co thé hdi phuc tré lai trang thai cii nhu truée khi diéu tri néu ngung
dung khang viém khong steroid. Nhimg bénh nhan c¢6 nguy co cao nhat bi phan tmg nhu trén
la:

- Mt nude.

- Suy tim sung huyét.

- Xo gan.

- Hoi chiing than hu va bénh ly & than rd rang.

- Pang dung thudc loi tiéu, hodc phai trai qua nhiing ca md 16n dan dén giam thé tich mau.

¢ nhirng bénh nhan noi trén, can kiém so4t chat ché thé tich nude tiéu va chic nang than khi
khoi dau tri lidu.

Hiém gdp hon, cac khang viém khong steroid co6 thé gdy viém than ké, viém cau théan, hoai tir
tuy than hay hdi chung than hu.

TUONG TAC THUOC:

Khong nén phdi hop:

- Céc thude khang viém khong steroid khac (ké ca salicylat lidu cao): Ding nhiéu thude khang
viém khong steroid cliing luc c6 thé lam ting nguy co giy loét va xuat huyét tiéu héa do tic

dung hiép dong.
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- Thudc udng chéng dong mau, ticlopidin, heparin ding dudng toan than, nhing thudc tiéu
huyét khéi: Nguy co xuét huyét tang. Can tang cudng theo ddi tac dung chéng ddng méu néu
phai phdi hop.
- Lithium: Cac thudc khang viém khong steroid 1am tang lithium huyét. Can theo doi ndng do
lithium lic bat dau dung thube, chinh liéu va khi ngung Thecoxi.
- Methotrexat: Ciing nhu cac khang viém khong steroid khac, Thecoxi lam ting ddc tinh trén
mau cua methotrexat. Truong hop nay nén theo doi sat cong thuc mau.
- Dung cu tranh thai dat trong tir cung: Céc thude khang viém khong steroid c6 thé 1am giam
hiéu qua ngura thai.
Thén trong khi phéi hop:
- Thudc loi tiéu: Dung chung véi cac thude khang viém khong steroid cé nhidu kha nang dua
dén suy thén cé‘ip & nhimg bénh nhin mat nude. Bénh nhan dung Thecoxi véi thude loi tiéu
phai dugc bu nudce déy du va theo doi chire nang than trude khi diéu tri.
- Ciclosporin: Cac thude khang viém khong steroid c¢6 thé lam tang doc tinh trén than cua
ciclosporin. Truong hop can phéi hop, nén theo dai chirc nang than.
- Thube diéu tri cao huyét ap (chen béta, tic ché men chuyén, gin mach, loi tiéu): Diéu tri
bang khéng viém khong steroid c6 thé 1am giam téc dung ha huyét ap do trc ché tong hop cac
prostaglandin gdy gidn mach.
- Cholestyramin lam tang dao thai meloxicam do hién tugng lién két ¢ 6ng tiéu hoa.
Khéng thé loai trir kha nang c6 thé xay ra tuong tac véi céc thudc udng tri tiéu duong.
Dung dong thoi véi nhimg thudc khang acid, cimetidin, digoxin va furosemid khong ¢6 anh
huong gi dang ké vé tuong tac duoc dong hoc véi meloxicam.
TAC DUNG KHONG MONG MUON:
- Thuong gap (ADR> 1/100):
+ Réi loan tiéu hoa, budn nén. ndn, dau bung, tdo bon, chudng bung, ngira, phat ban trén da,
thiéu mau
- It gap (1/1000< ADR < 1/100):
+ Tang nhe transaminase, bilirubin, ¢ hoi, viém thuc quan, loét da day - ta trang, chay mau
dudng tiéu hoa tiém tang.
+ Giam bach cdu, tidu cAu, viém miéng, mé day, chong mat 1 tai, budn ngu.
+ Tang huyét ap, danh tréng ngue, do bimg mit, ting ndng dd creatinin va ure mau.
- Hiém gap (ADR < 1/1000):
+ Vién dai trang, loét thung da day - ta trang, viém da day, viém gan.
+ Tang nhay cam cua da véi dnh séng, ban hong da dang, hdi ching Stevens - Johnson.
+ Phu mach thén kinh, choéng phén vé

Théng bdo cho Bdc sy nhitng tdc dung khong mong muén gip phai khi sit dung th ubc.
SU DUNG CHO PHU NU' CO THAI VA CHO CON BU:
- Khong nén dung Thecoxi khi ¢6 thai hay cho con bu du khong thdy tac dung sinh quéi thai

trong nhimg thir nghiém tién 1am sang.
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SUDUNG KHI LAI XE VA VAN HANH MAY MOC:
- Chua ¢6 nghién ciru dic hiéu vé anh hudng cua thude 1én kha ning 14i xe va vén hanh may
moéc. Tuy nhién néu xuét hién céc phan uing phu nhu chong mat va ngu gat, nén tranh nhiing
hoat dong do.
SU DUNG QUA LIEU CACH XU TRI:
- Truomg hop qua liéu, tién hanh cac bién phép cip ctru thich hop. Hién tai chua c6 loai thudce
giai doc dac hiéu nao. Trong mdt thi nghiém lam sang, dung cholestyramin s& tang dao thai
meloxicam. Céc sang thuong ning trén 6ng tiéu hoa co thé duge diéu tri bing thude khang
acid va khang histamin Ha.
NHUNG LUU Y PAC BIET VA CANH BAO KHI SU DUNG:
- Khi thy thude c6 hién tuong mbe, bién mau khong duoc ding.
- Thubc d3 qua 36 thang ké tir ngay san xuét khong duoc ding. \&V
LIEU DUNG VA CACH DUNG: Ding theo duong udng.
- Viém khép dang thap, viém cot song dinh khép: 15 mg/ 1 1an /ngay.
Tuy dép tmg diéu tri, c6 thé giam lidu con 7,5 mg/ 1 lan/ngay.
- Thoai hoa khop: 7,5 mg/ 1 1an/ gay.
- Néu cin c6 thé tang liéu dén 15 mg/ 1 1an/ngay.
DOC KY HUONG DAN SU DUNG TRUOC KHI DUNG.
Néu can thém théng tin xin héi Y kién bic s.
DE XA TAM TAY CUA TRE EM.

Khéng ding qud thoi han ghi trén bao bi.

HAN DUNG: 36 thang ké tir ngay san xuit.
BAO QUAN: Noi khé, tranh 4nh sdng, nhiét d§ khong qua 30°C.
TIEU CHUAN: Tiéu chuin co so

Nha sin xudt va phin phoi:
CONG TY CO PHAN DUQC VAT TU' Y TE THANH HOA
Van phong: S6 232 Tran Phi - Thanh phd Thanh Hoa
Co s& san xuat: S6 04 Quang Trung — TP Thanh Hoa
Pién thoai: (037). 3852691 — Fax: (037). 3855209.

Ngay (03 thang 5 nam 2013
ki _LONG GIAM POC

PHZ CUC TRUONG

Npayén Vit Hing



