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Nhan hop Globic7.5

Kich thudc:

Dai : 117 mm
Réng: 20 mm
Cao : 48 mm
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Globic75

- Meloxicam

OLOMED

S Hép 3 vix 10 vién nén

THANH PHAN: M&i vién nén chia Meloxicam 7,5 mg.
CHI BINH, LIEU LUONG, CACH DUNG, CHONG CHI BINH VA CAC THONG TIN KHAC VE SAN PHAM: Xin doc 16 hudng din st dung
DE XA TAM TAY CUA TRE EM. DOC KY HUONG DAN SU DUNG TRUGC KHI DUNG.
BAO QUAN: B noi kh rde, trdnh dnh sang nhlét di khdng qua 30°C

TIEU CHUAN: USP 34

San wuit boi. CONG TY €O PHAN DUTC pHiM GLOMED

35 Bai Lé Tu Do, KON Viat Nam-Singapore, Thudn An, Binh Dugng

nam 2014




Nhan hop Globic7.5

Kich thudc: (5 vix 10 vién nén)
Dai : 117 mm

Rong: 28 mm
Cao : 48 mm
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Globic75

ST Hop 5 vix 10 vién nén

&

THANH PHAN: Mai vién nén chia Meloxicam 7,5 ma.
CHi DINH, LIEU LUONG, CACH DUNG, CHONG CHi BINH VA CAC THONG TIN KHAC VE SAN PHAM:
Xin doc t& hudng dan st dung.

DE XA TAM TAY CUA TRE EM. POC KY HUONG DAN SU DUNG TRUGC KHI DUNG.
BAO QUAN: Dé noi khé rao, tranh dnh sdng, nhiét dé khong qua 30°C,

TIEU CHUAN: USP 34 SDK:

San xuat béi: CONG TY €6 PHAN DU'QC PHAM GLOMED

35 Pai Lo Ty Do, KCN Viét Nam-Singapore, Thuan An, Binh Duong.

NgayA% thangO( nam 2014




Nhan hép Globic 7.5

Kich thuoac:

Dai
Réng
Cao

.

(10 vix 10 vién nén)
117 mm

48 mm
52 mm
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GLOMED,

S~ Hop 10 vix 10 vién nén
S616 SX / Batch No.:
NSX / Mfg. Date:

THANH PHAN: Mdi vién nén chua Meloxicam 7,5 mag.
CHI DINH, LIEU LUONG, CACH DUNG, CHONG CHi BINH VA CAC THONG TIN KHAC VE
SAN PHAM: Xin doc t& hutng dan sir dung.

DE XA TAMTAY CUA TRE EM. BOC KY HUGONG DAN SU DUNG TRUGC KHI DUNG.
BAO QUAN: Bé nai kha réo, tranh dnh sang, nhiét dé khéng qua 30°C,
TIEU CHUAN: USP 34 SPK:

San xudt bai: CONG TY €6 PHAN DUGC PHAM GLOMED

35 Bal Lo Tu Do, KCN Viét Nam-Singapore, Thuan An, Binh Duong.

S

el




HUONG DAN SU DUNG THUOC
[ e —
GLOBIC
Meloxicam
Vién nén
1- Thanh phéin
M3@i vién nén chira:
Hoat chdt:

GLOBIC 7.5: Meloxicam 7,5 mg mdi vién

GLOBIC 15: Meloxicam 15 mg mdi vién

Td duge: Lactose monohydrat, tinh bt ngé, natri croscarmellose, povidon K30, talc, magnesi stearat.

2- Duge lyre hoe va duge djng hoc

Duge lye hoc

Meloxicam la thube chéng viem khong steroid (NSAID), din xudt ciia oxicam, Thude c6 tc dung chéng viém, gidm dau, ha sét, Ciing giéng nhur

mot s thude chbng viem khong steroid khac, Meloxicam trc ché sy tdng hop prostaglandin, chét trung gian gy viém, sét, dau. Meloxicam (rc ché
COX-2 glp 10 Ian 50 v6i COX-1. Meloxicam it ¢6 thc dung phu trén duomg tiéu ho4 so véi céc thube (e ché COX khéng chon loc.

Duge dong hoc
Meloxicam duge hap thu tét sau khi udng, sinh kha dung dudng ubng dat 89%. Khoang 99% thude gin voi protein huyét twong. Meloxicam b

chuyén hoa gén nhur hoan toan & gan. Céc chit chuyén hoa khdng con hoat tinh dugc thi trir chy Yeu qua nudc tidu va qua phén. Mot luong nhé
thude chua chuyén hod dao thai qua nudc tiéu (0,2%) va phan (1,6%). Nira doi thai trir cia thudc trung binh 12 20 gio,

3- Chi djnh
Diéu trj dai han cua nhing bénh sau:
Viém xuong khép.
- Viém khép dang thip.
Viém cot séng dinh khep.,
4- Liéu diing va cich diing
Ngeoi lém:

Viém khép dang thip, viém cjt séng dinh khép: 15 mg/lin/ngay. Khi diéu trj lau dai & ngudi cao tudi hodc ngudri ¢6 nhidu nguy co c6 tai
bién phy, lidu khuyén cdo 14 7.5 mg/lin/ngay. Khong duge vuot qud lidu 15 mg/ngay.

Dot dau clip cia viém xwong khép: 7,5 mg/lin/ngay. C6 thé tang lidu t6i t8i da 15 mg/lin/ngay khi cin,
Ngudi cao tudi: Liéu ding khuyén cao 7.5 mg/lin/ngay.
Suy gan, suy then tir nhe dén visa: Khéng cén diéu chinh liéy,
Suy than chay thin nhén tao: Liéy khéng duge vuot qua 7,5 mg/ngdy.
Tré em dudi 18 tudi: DY an toan va higu qua chua dugce x4c dinh.,
Nén ubng thubc cing véi bita an hodic ngay sau bita an,
5- Chéng chi djnh
Bénh nhén ting min cam voi Meloxicam hay céc thube khéng viém khong steroid khac.
Loét da day t4 trang tién trién,
Chay méau da day, chay mau nio.
Suy gan niing va suy than nang khéng loc méu.
Phy nir c6 thai va cho con bi.
Tré em.
6- Luu ¥ va thin trong
Dung thude than trong & nhimg bénh nhan c6 tién sir loét da day-t4 trdng, bénh nhan dang dung thuée chéng dong mau,
Trong qué trinh ding thuéc c6 biéu hién bat thutmg trén da, niém mac hofic ¢6 diu hi¢u loét hay chay mau dutmg tiéu hod phai ngumg thube ngay,

Meloxicam irc ché téng hop prostaglandin & than dén dén giam su twéi mau than, Nhimg bénh nhan 6 giam dong mau dén than hodc giam thé
tich mau nhu suy tim, hoi chimg thin hu, xo gan, bénh thin ning, dang dung thuéc lgi niéu hoic dang tién hanh cac phiu thudt I6n cin phai kiém
tra thé tich nuéc tiéu va chire néng than trude khi ding meloxicam,

Nén ngimg sir dung thude va tién hanh xet nghi¢m theo ddi néu c6 su gia tang dang ké transaminase huyét thanh hay céc thong s6 chirc niing gan
khac.

Sir dung thude cho phu nir ¢6 thai va cho con bi: Khéng ding Meloxicam cho phy nit ¢6 thai va cho con by

Anh hwimg Ién khi niing I4i xe va vin hiinh mdy méc: Meloxicam c6 thé gdy chong mét, buén nga. Khong ding Meloxicam khi dang lai xe
hoéc véin hanh may moc.

7- Tuomg tic cia thube véi cdc thube khac va cde dang twong tic khéc
NSAID: Ding Meloxicam phéi hop v6i cae NSAID khéc lam tang nguy co loét, xuit huyét dudmg tiéu hoa.
Thude chéng dong mdu dang udng, ticlopidin, heparin, thude lim tan huyét khéi: Lam tang nguy co chay méu,
Lithi; Lam ting ndng d§ lithi trong m4u,

Methotrexat: Tang dic tinh trén h¢ tao mau.

L ¥ong tranh thai: Meloxicam lam giam hiGu qua trénh thai cua vong tranh thai.




Thude loi tiéu: Meloxicam c6 thé lam tang nguy co suy thn cdp & nhing bénh nhan bj mét nudc,

Thudc ha huyét dp: Do Meloxicam (rc ché tong hop prostaglandin nén lam giam tac dung cua céc thube nay.
Cholestyramin: Cholestyramin gin véi meloxicam & dutng tiéu hod lam ting thai trir meloxicam,
Cyclosporin: Meloxicam lam ting déc tinh trén thén cia cyclosporin,

Warfarin: Meloxicam c6 thé lam tang nguy co chay mau.

8- Tidc dung khong mong muén

Thuomg gap, ADR > 1/100

Ri loan tiéu hoa, budn nén, nén, dau bung, tao bon, chudng bung, tiéu chay.

Thiéu mau, ngira, phat ban trén da.

Pau déu, pho.

It gap, 17100 > ADR > 1/1000

Tang nhe transaminase, bilirubin, ¢ hoi, viém thye quan, loét da day-t4 trang, chdy mau duong tiéu hod.
Giam bach cdu, giam tidu céu.

Viém migéng, may day.

Tang huyét ap, danh trong ngyc, do bimg mat. )
Téng ndng d¢ creatinin va ure mau. /
Choéng mat, 4 tai va budn ngii.

Hiém gdp, ADR < 1/1000

Vigm dai trang, loét thung da day-ta trang, viém gan, viém da day.

Ban héng da dang, hi chimg Stevens-Johnson, hoi chimg Lyell, con hen phé quan.

Phi mach than kinh, choang phan vé.

Thdng bio cho bic sT nhimg tdc dyng khong mong mudn giip phai khi sir dung thube.

9- Qua liéu va xir tri

Trigu chimg: Thong tin qua lidu Meloxicam con han ché.

Xii tri: Trong truomg hop qua liéu Meloxicam, chi yéu didu tri triéu chimg va hé tro nhu rira da day, ubng cholestyramin. Khong c6 thube gidi doc
dac hiéu.

10- Dang bao ché va déng géi

GLOBIC 7.5:  Hp 3 vi x 10 vién nén,
Hp 5 vi x 10 vién nén,
Hop 10 vi x 10 vién nén.

GLOBIC 15:  Hép 3 vi x 10 vién nén.
Hop 5 vi x 10 vién nén.
Hop 10 vi x 10 vién nén.

11- Bio quéin:

Bio quan noi khé rdo, tranh énh sang, nhiét dg khéng qua 30°C.

12- Tiéu chudn chét lugng; USP 34.

13- Han diing: 36 thang ké tir ngay san xuét,

THUOC BAN THEO PON
DPE XA TAM TAY CUA TRE EM
PQC KY HUONG DAN SU'DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN, XIN HOI ¥ KIEN BAC Si
San xult boi: CONG TY CO PHAN DUGC PHAM GLOMED
Dia chi: S6 35 Pai Lo Ty Do, KCN Viét Nam - Singapore, thj xa Thufn An, tinh Binh Duong.

DT: 06503768823 Fax: 0650.3769095 ]
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