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MAU DANG KY HOP THUOC BEXIS 15

Bexis 15

Meloxicam 15 mg

| COMPOSITION:

Meloxicam 15mg

Excipients q.s for one tablet.
INDICATIONS, CONTRAINDICATIONS, DOSAGE:

Please read the instructions.
STORAGE: Store below 30°C. In adry place. Protect from light.
KEEP QUT OF REACH OF CHILDREN.
READ THE INSTRUCTIONS CAREFULLY BEFORE USE.
PRESCRIPTION ONLY MEDICINE.

Bexis 15

Meloxicam 15 mg

SBK: |
Tiéu chuéin: TCCS Hdp 10 vi x 10 vién nén |

Co 56 sdn xudt:
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Bexis 15

Meloxicam 15 mg

THANH PHAN:

Meloxicam 15mg

T4 dugc vifa 4G 1 vién nén.
CHI BINH, CHGNG CHI BINH, CACH DUNG VA CAC THONG
TINKHAC:

Xem trong t& hudng dn sl dung thudc kém theo.
BAOQUAN: Noikhé, nhidt 46 khdng qué 30°C, trdnndnh séng.

BE XA TAM TAY CUA TRE EM. s516 5*?_
80C K¥ HUONG DAN SU DYUNG TRUGC KHI DUNG. Ngay SX:
THUGC NAY CHIDUNG THEO BON THUGC. Han ding:

Bexis 15

Meloxicam 15 mg

Maloxicam 15 mg

Bexis 15 |

Reg.No:
s;:dﬁuuon: Manufacturer's standard Box of 10 blisters x 10 tablets |

Manufacturer: }
MEYER-BPC JOINT VENTURE COMPANY !

6A3 National road No 60, Pho Tan ward, Ben Tre city. Ben Tre province- Vietnam
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MAU PANG KY HOP THUOC BEXIS 15

COMPOSITION:
Meloxicam 15mg =
Excipients q.s for one tablet.

INDICATIONS, CONTRAINDICATIONS, DOSAGE: B ex‘ S 1 5
Please read the instructions. Maloxicam 15 mg

STORAGE: Slore below 30°C. In a dry place. Prolect from light.

KEEP OUT OF REACH OF CHILDREN.

READ THE INSTRUCTIONS CAREFULLY BEFORE USE.
~—————————. | PRESCRIPTION ONLY MEDICINE.
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Meloxicam 15 mg
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Tiéu chuén: TCCS Hép 03 vi x 10 vién nén 3

Cd 5 sdn xudi:
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| | Meloxicam 15mg

T duge vita 3 1 vidnnén.

Xam 1rong 18 hudng dlin sl dyng thudc kém theo. 15mg
BAOQUAN: Noi khd, nhidt 84 khiing qué 30°C. trinh dnh séng.
D€ XATAM TAY CUA TRE EM. 518 5x:
DOC KV HUONG DAN SUDUNG TRUGC KHI DUNG. Ngay SX:
—_— THUSC NAY CHI DUNG THEO BON THUGC.
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Meloxicam 15 mg

Reg.No: [
Specification: Manutacturer’s standard Box of 03 blisters x 10 tablets .

Manufacturer:

MEYER-BPC JOINT VENTURE COMPANY |

6A3 Narional road No 60, Phu Tan wiard, Ben Tre city, Ben Tre province- Vietnarm
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MAU DANG KY
TGO HUGNG DAN SU DUNG THUOC BEXIS 15

Rx BEXIS 15

DE XA TAM TAY TRE EM
POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG
THUGC NAY CHi DUNG THEO DON THUGC

Thanh phén céng thic thuéc:
- Thanh phén dugc chat:
Meloxicam 15 mg
- Thanh phdn t4 dugc:
Lactose, PVP K30, Croscarmellose sodium, Avicel 101,
Aerosil, Magnesi stearat viia di 1 vién.

Dang bao ché:
Vién nén nhd, mau vang nhat, hinh trén, mét méat tron, mét
mét c6 vach ngang & gitia, khéng mui.

Chi dinh:
Diéu trj triéu ching: viém xuong khdp (thodi héa khép),
viém khdp dang thédp, viém cdt séng dinh khdp.

Céch diung, liéu dung:

Céch ding: Ung thudc sau khi &n no.
Liéu dong:
- Nguei lén:

+ Viém khdp dang thdp, viém cét séng dinh khép: 15
mg/1 ldn/ngay. Khi diu trj lau dai, liéu 7,5 mg/1 Idn/ngay, t3i
da 15 mg/1 lan/ngay.

+ Viém dau xuong khdp: 7,5 mg/1 ldn/ngay. Khi cdn
liéu c6 thé tang Ién t6i da 15mg/1 lin/ngay.

- Ngui cao tubi: Liéu diing khuyén cdo 7,5 mg/1 ldn/ngay.

- Suy gan, suy thdn: Nhe va via, khéng cdn phai didu
chinh liéu; néu suy ndng, khéng ding.

- Suy thdn chay thdn nhén tao: Liéu khéng dudc vugt qua
7,5 mg/ngay.

- Tré em: Chéng chi dinh.
Chéng chi dinh:

- Qua mén véi bat ky thanh phan nao clia thudc.

- Nhay cdm chéo véi Aspirin va cdc NSAIDs khéc.

- Loét da day t4 trang tién trién.

- Suy gan hay thén nédng.

- Bénh nhan suy tim ndng

- Tré em dudi 16 tudi.

- Phu nii ¢6 thai & ba thdng cudi cia thai ky.

Céanh bdo va than trong khi diing thudc:

- Than trong & nhiing ngudi cé tién s loét da day - t4
trang, ngudi bénh dang diing thudc chdng déng méu vi thufc
c6 thé gay loét da day - t4 trang, gay chiay mau. D& giam thiéu
tdc dyng khéng mong muén cla meloxicam nén ding liéu
th&p nhét cé tac dung trong thdi gian ngdn nhat cé thé.

- Trong qué trinh ding thudc n&u cd biéu hién bat thudng
trén da, niém mac hodc c6 ddu hiéu loét hay chady méu dudng
tiéu héa phai ngung thuée ngay.

- Meloxicam tic ché téng hgp prostaglandin & than din dén
gidm sy tudi mau than. Nhiing ngudi bénh cé gidm dong méu
dé&n th&n hodc giam thé tich méau nhu suy tim, hdi ching than
huy, xo gan, bénh thdn nidng, dang dung thubc Igi niéu hodc
dang ti€n hanh cdc phdu thuat I6n cdn phai kiém tra thé tich
nudc ti€u va chiic ndng than trude khi diing meloxicam.

- Meloxicam c6 thé gdy tdng huy&t 4p hodc lam ndng thém
bénh ting huyét dp, do dé khi ding thudc cdn thudng xuyén
theo d&i huyét 4p.

- Meloxicam c6 thé gy ting nhe thodng qua transaminase
hodc cdc théng sé dénh gid chiic ndng gan khéc nhau. Khi
cédc thong s6 nay tdng cao vugt gidi han binh thudng & mic c6
y nghia hodc la tang kéo dai thi phdi ngiing diing meloxicam.

- Ngudi cao tudi cé chiic ning gan, than va tim kém khéng
nén ding meloxicam.

- Nguy co huyét khéi tim mach:

Cdc thudc chdng viém khong steroid (NSAIDs), khéng
phai aspirin, diing dudng toan than, cé thé lam tang nguy co
xudt hién bién c§ huyét khéi tim mach, bao gém c& nhéi mau
co tim va dét quy, c6 thé din dén tif vong. Nguy ¢ nay eé thé
xudt hign sém trong vai tudn ddu ding thudc va c6 thé ting
Ién theo thdi gian dung thuSc. Nguy co huyé&t khdi tim mach
dugc ghi nh&n chi yéu § liéu cao.

Béc si cdn danh gid dinh ky sy xuat hién clia cdc bién
c6 tim mach, ngay ca khi bénh nhan khéng cé cdc triéu ching
tim mach trudc dé. Bénh nhan cdn dugc cidnh bdo vé céc triéu
chiing clia bién cé tim mach nghiém trong va cdn tham kham
bac sT ngay khi xudt hién céc triéu ching nay.

Dé giam thiéu nguy co xuAt hién bi€n cd bat Igi, cin sif
dung meloxicam & liéu hang ngay th&p nhét cé hiéu qua trong
thdi gian ngdn nhat cé thé.

- Thanh phédn td dugc cla thudc cé chda lactose nén
khéng nén sii dung cho bénh nhan khéng dung nap galactose,
thi€u hyt Lapp lactase, r8i loan h&p thu glucose-galactose.

SU dung thudc cho phy nif ¢é thai va cho con bu:

- Phy ni c6 thai: Khéng nén ding cho phuy nif cé thai:
Nghién cifu thyc nghiém khdng thdy bing ching gay quéi thai
clia meloxicam. Tuy nhién, meloxicam dugc khuyé&n cdo khéng
ding cho phy nii c6 thai, nhat 14 trong 3 thdng cudi thai ky vi
sg 6ng déng mach déng s6m hodc cdc tai bién khac cho thai
nhi.

- Phy nif cho con bi: Meloxicam bai ti€t qua sGia & chud
nén ngung cho con bl hodc ngung ding thudc vi khd ni
nguy hiém trén tré ba me.

Anh hudng ciia thusc I&n kha nang 14 xe, van hanh may
mdéc:

Vi thuc c6 mét s6 phan dng phu nhu: chéng mét, ngl gat
nén trdnh ding cho ngudi ldi xe hay vin hanh may.

Tuong téc, tuong ky clia thudc:

Khi két hgp vdi:

- Cdc NSAIDs khdc: tdng nguy co xudt huyét tiéu hda do
tdc déng hiép luc.

- Thuéc khang déng, thuéc lam tan huyét khéi (ticlopidine,
heparin): lam tdng nguy co chay méau.

- Lithi: tdng ndng dé lithi trong huyét tuong.

- Thuéc ha huyét 4p (thubc chen beta, thuSc tc ché men
chuyén, thuéc gidn mach, thudc lgi tiu): lam giam tic dung
ha ap.

- Methotrexat: ting déc tinh trén hé tao mau.

Téc dung khéng mong mudn cda thudc:
* Thuding gdp, 1/100 < ADR < 1/10:

- Réi loan tiéu héa, budn nén, nén, dau bung, tdo bén,
chudng bung, tidu chay, thiu mdu, ngda, phat ban trén da,
nhiém khuén dudng hé hdp trén, héi chiing giéng cim, ho,
viém hdu hong, dau co, dau lung.

- Dau ddu, phu, thi€u mdu khi dung kéo dai.
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* ft gap, 1/1000 < ADR < 1/100:

- Tang nhe transaminase, bilirubin, ¢ hoi, viém thuc quan,
loét da day — ta trang, chdy mdu dudng tiéu héa tiém tang.

- Gidm bach c4u, giam tiéu cdu.

- Viém miéng, may day.

- Téng huyét dp, ddnh tréng nguc, dé bling mat.

- Tang néng d creatinin va ure m4u, dau tai chd tiém.

- Chéng mat, U tai va budn ngu.

* Hiém gdp, 1/10.000 < ADR < 1/1000

- Viém dai trang, loét thiing da day — ta trang, viém gan,
viém da day.

- Téng nhay cam cla da vdi dnh sdng, ban héng da dang,
héi ching Stevens-Johnson, hdi ching Lyell, con hen phé
quan.

- Phu mach thdn kinh, chodng phan vé.

- Nguy co huy&t khdi tim mach (xem thém phdn Thén
trong).

Thong bdo ngay cho Béc si hodc Dugc si nhiing phdn ung c6
hai gdp phai khi sl dung thudc
Qué liéu va cach xi tri:

- Triéu ching: Céc triéu chiing qud liéu cdp tinh cé thé
gém ngd lim, buén nén, 6i mia va dau thugng vi, thudng héi
phuc khi diéu tri hd trg. Tridng hop ngd déc ning cé thé bi
cao huyét dp, suy than cédp, r6i loan chic ndng gan, suy hé
hdp, hén mé, co giat, truy tim mach va ngiing tim.

- XU tri: Hién nay chua cé thudc d8i khdng ddc hiéu
meloxicam nén trong trudng hop quéd liéu, ngodi bién phdp
diéu tri triéu chdng, héi stic cdn phdi st dung bién phép ting
thai tri va gidm hdp thu thuSc nhu: Rlla da day, udng
cholestyramin.

Husnh Thign Nehia

Péc tinh dugc lyc hoc:

Meloxicam la thudc chdng viém khéng steroid, ddn xuét
clia oxicam. Thuéc cé tdc dung chéng viém, giam dau, ha sét.
Meloxicam Uc ché su tdng hop prostaglandin, chét trung gian
c6 vai trd quan trong trong co ché bénh sinh cla qué trinh gy
viém, s6t, dau. Meloxicam la mét thuSc dc ché€ chon loc
COX-2 so vdi COX-1 gdp khodng 10 Idn.

Pac tinh duge dgng hoc:

Thuéc hdp thu nhanh chéng v hodn toan bing dudng
udng. G&n manh vao protein huyét tuong. Thudc dugc chuyén
héa manh & gan. Thai gian bén thai khodng 20 gis. Do thai
qua phan va nudc tiéu.

Qui cach déng goi:
- H6p 03 vi, mi vi 10 vién nén
- Hép 10 vi, méi vi 10 vién nén

Piéu kién bdo quan cla thudc: Bdo quan thudc & noi kho,
nhiét dé khéng qua 30°C, tranh &nh sang.

Han diing clia thudc: 36 thang ké ti ngay sin xudt.
Tiéu chudn chat lugng cia thude: TCCS
Tén, dia chi cla cd s& san xuéat thudc:
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