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NHAN Vi Medxium 40

Kich thudc: Vi 10 vién
Dai : 70mm
Cao : 127 mm
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NHAN Vi Medxium 40

Kich thuac: Vi 7 vién
Dai : 70mm
Cao : 102 mm
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NHAN HOP Medxium 40

Kich thudc: Hop 2 vix 10 vién
Dai : 132 mm

Rong: 20 mm

Cao : 74mm

m Thudc ban theo don

MED;

UM

Esomeprazol 40 mg

S6 10 SX / Batch No. :
NSX / Mfg. Date
HD / Exp. Date

THANH PHAN: M&i vién nang tan trong rudt chisa Esorner BAD QUAN B¢ nai khd 10,1 sang, nhigt dé kh(‘»ng Gui 30°C.
(dudi dang Esomeprazol magnesi dihydrat dang vi hat tan {2 TIEU CHUAN: TCEs,

CHI BINH, LIEU LUONG, CACH DUNG, CHONG CHI DINHVA CACTHONG  spy.

TIN KHAC VE SAN PHAM: Xem 1& hudng din si dung
DEXATAMTAY CUATRE EM.

DOCKY HUGNG DAN 51 DUNG TRUGC KHI DUNG.

Sin xudt bdk CONGTY €6 PHAN DUTC PHAM GLOMED
35 Dal Lo Tu Do, KON ViEt Nam - Singapore, Thuan An, Binh Duong.

B gy ajozeidawosy
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m Prescription only

COMPOSITION: Each enteric capsule contains Esomeprazole 40 mg STORAGE: Store at the temperature not more than 30°C, in a dry place,

(as Esomeprazole magnesium dihydrate enteric coated pellets). protect fram light,

INDICATIONS, DOSAGE, ADMINISTRATION, CONTRAINDICATIONS SPECIFICATION: Manufacturer's.
AND OTHER INFORMATION: Please refer to the package insert, REG. No:

KEEP QUT OF REACH OF CHILDREN.

READ CAREFULLY THE LEAFLET BEFORE USE.

Manufactured by: GLOMED PHARMACEUTICAL COMPANY, Inc. “}1

35 Tu Do Boulevard, VSIP, Thuan An, Binh Duong.

Ngay<{ thang/ nam 204§~
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NHAN HOP Medxium 40

Kich thuoc: Hop 2 vix 7 vién
: Dai : 107 mm

Rong: 20 mm

Cao : 74 mm

m Thuéc béan theo don

MEDXIUM

r Esomeprazol 40 mg

St 16 SX / Batch No
NSX / Mig. Date :
HD / Exp. Date
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THANH PHAN: Moi vién nang tan treng BAO QUAN:
Esomeprazel 40 mg (dudi dang Fromepra esidibydral B8 noikhd rdo, tranh anh wang, nhiztdd khdng qud 30°C,
dang vi hat tan trong rudt} TIEU CHUAN: TCCS,

CHI BINH, LIEU LUONG, CACH DUNG, CHONS CHEBINH VA SBiC
CACTHONG TIN KHAC VE SAN PHIM: oA xuit bif: CONGTY 06 PHAN DUGC PHAM GLOMED

;‘E’"xf:m'.'rﬂ“c'hff;é‘; > 35 B2l L6 Tut Do, KON iét Mam - Singapore,
POC KT HUONG DAN SU DUNG TRUGC KHi DING, Thudn An, Binh Duang.

m Prescription only
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Sy Esomeprazole 40 mg

.

Box of 2 blisters of 7 enteric capsules

COMPOSITION: Each enteric capsule contains Esomeprazole STORAGE: Store at the temperature not more
40 mg (as Esomeprazole magnesium dihydrate enteric coated than 30°C, in a dry place, protect from light.

pellets). CATION: Manufacturer’s.
INDICATIONS, DOSAGE, ADMINISTRATION, ::2"::,.

CONTRAINDICATIONS AND OTHER INFORMATION: Manufactured by;

Please refer 1o the package insert.
KEEP OUT OF REACH OF CHILDREN. GLOMED PHARMACEUTICAL COMPANY, Inc.

READ CAREFULLY THE LEAFLET BEFORE USE. 35 Tu Do Boulevard, VSIP, Thuan An, Binh Duong.
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Kich thuac:

Dai : 107 mm
" Rong: 30 mm

Cao : 74mm

Hop 4 vix 7 vién

m Thudc ban theo dan
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THANH PHAN: M&i vién nang tan trong rudt chia Esomeprazal 40 mg

(dudi dang Esomeprazol magnesi dihydrat dang vi hat tan trona rudt)

CHI BINH, LIEU LUONG, CACH DUNG, CHOGNG CHI BINH VA CAC THGNG TIN KHAC VE SAN PHAM:
Xem té hudng dan s dung.

DE XA TAM TAY CUA TRE EM. BOC K¥ HUGNG DAN SU DUNG TRUGC KHI DUNG.

BAO QUAN: D& nai khé ro, tranh anh sang, nhiét do khang qua 30°C.

TIEU CHUAN: TCCS. SDK:

Sin xuit bdi; CONG TY €O PHAN DUGC PHAM GLOMED

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

M Prescription only

Esomeprazole 40 mg

6w pp ajozesdaiosy

Box of & blisters of 7 enteric capsules

COMPOSITION: Each enteric capsule contains Esomeprazole 40 mg
(as Esomeprazole magnesium dihydrate enteric coated pellets).
INDICATIONS, DOSAGE, ADMINISTRATION, CONTRAINDICATIONS AND OTHER INFORMATION:

Please refer to the package insert.
KEEP OUT OF REACH OF CHILDREN. READ CAREFULLY THE LEAFLET BEFORE USE.

STORAGE: Store at the temperature not more than 30°C, in a dry place, protect from light.
SPECIFICATION: Manufacturer’s.

35 Tu Do Boulevard, VSIP, Thuan An, Binh Duong.

REG. No:
Manufactured by: GLOMED PHARMACEUTICAL COMPANY, Inc. b
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HUONG DAN SU DUNG THUOC

MEDXIUM 40

Esomeprazol
Vién nang tan trong ruft

1 Tén thudc va thanh phin

M&bi vién nang tan trong ruft chia:

Hoat chét: Esomeprazol 40 mg (dudi dang Esomeprazol magnesi dihydrat dang vi hat tan trong rugt).

2- M6 ti sin phim

MEDXIUM la dang vién nang tan trong rugt dung dé ung chira esomeprazol, 1a mt thubc rc ché bom proton.

MEDXIUM vién nang tan trong ru¢t c6 2 ham lugng: 20 mg va 40 mg esomeprazol mdi vién nang (dudi dang céc vi
hat bao tan trong rudt).

MEDXIUM 40 Ia vién nang s6 3, than tim, np tim, trén v nang cé sb 40, bén trong chira thuéc dang vi hat mau
trang hodc trang nga.

3- Dugrc luc hgce va duge djng hoc

Durge lire hpc

Esomeprazol la dang ddng phén S- ciia omeprazol, mét thudc trc _ché bom proton. Thudc irc ché sy bai tiét acid da
day (ca sy tiét dich co ban I4n sy tiét dich do kich thich) bing céch {rc ché h§ enzym hydro-kali adenosin
triphosphatase (H'/K” atpase), con goi 1a bom proton & té bao vién cia da day.

Sau khi dung litu ubng esomeprazol 20 mg va 40 mg, tﬁuéc khéi phat tc dong trong vong 1 gid. Sau khi dung I&p
lai liéu esomeprazol 20 mgf[ém’ngay trong 5 ngay, sy tiet acid t6i da trung binh sau khi kich thich béng pentagastrin
giam 90% khi do & thoi diém 6-7 gio sau khi dung thuoc & ngay thir 5.

Dugc dpng hoc

| Esomeprazol dugc hép thu nhanh véi nong d¢ dinh trong huyét twong dat dugc khoang tir 1 dén 2 gi%y sau khi udng.

Sinh kha dung tuyét ddi 1a 64% sau khi uong liéu don 40 mg va ting I1én 89% sau khi ding liu lap lai 1 lan/ngay.
Doi véi lieu esomeprazol 20 mg, céc gié trj nay tuong Ung dat dugc [ 50% va 68%. Thic &n lam chdm va giam sy
hép thu esomeprazol, nhung khong 1am thay doi déng ké tac dong cuia thuéc dén d¢ acid trong da day.

Esomeprazol gén két khoang 97% véi protein huyét tvong.

Esomeprazol durgc chuyén héa hoan toan béi hé enzym cytochrom P450 (CYP). Phén chinh cia qué trinh chuyén
héa esomeprazol phu thugc vao men CYP2CI9, tao thanh céc chit chuyén héa hydroxy va desmethyl cla
esomeprazol, cic chét ndy khong c6 tac dung Ién sy tiét acid da day. Phén con lai dugc chuyén héa boi CYP3A4
thanh esomeprazol sulfon, chit chuyén héa chinh trong huyét twong. Vi lidu lap lai, chuyén héa ban dAu va do thanh
thai hé thng giam, c6 1& do bj trc ché boi CYP2C19.

Nira oi thai trir trong huyét tuong a khoang 1,3 gid. Gén 80% cia mdt liu udng dugc bai tiét chu yéu qua nuéc
tiéu duéi dang chét chuyén héa, phéan con lai dugc thai trir trong phan.

4- Chi djnh

Thuéc nay dugc ding dé:

- Diéu tri bénh loét da day - t4 trang.

- Diéu trj va phong ngira loét do dung thudc khéng viém khong steroid.

- Két hop véi khéng sinh trong diéu trj loét té trang ¢ bgnh nhan bj nhiém Helicobacter pylori.

- Diéu trj bénh trao ngugc da day - thuc quan.

5- Liéu dung va céch ding

. Loét da day-td trang: 20 mg/ldn, ngdy 2 lin trong 7 ngay; hoic 40 mg/l4n, ngdy 1 lén trong 10 ngay.

- Loét do diing thudc khdng viém khéng steroid: 20 mg//lAn/ngdy, trong 4-8 tuéin.

- Loét td trang c6 Helicobacter pylori: Esomeprazol 20 mg két hop véi clarithromycin 500 mg va gmoxicilin 1 g,
ngay 2 lan trong 1 tuén.

- Bénh trao ngugc da day-thuc quan:
. Diéu tri viém xuéc thyc quan do trao ngugc: 40 mg/lan/ngdy trong 4 tuéin. Nén tiép tud\icu tri thém 4 tudn nira

cho bénh nhén viém thyc quan chua dugc chita lanh hay vén c6 triéu chimg dai ding.
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. Diéu trj dai han cho bénh nhén viém thyc quan d4 chita lanh dé phng t4i phat; 20 mg/lan/ngay.

. Diéu trj triéu chimg bénh trao ngugc da day-thyc quan: 20 mg/lin/ngay & bénh nhén khong bj viém thuc quan.
- Str dung thudc trén nguoi suy gan: Liu t6i da 20 mg & nhiing bénh nhén suy gan ning.
- St dung thuéc trén nguoi gia va bénh nhdn suy thin: Khong cAn diéu chinh liéu.

- St dung thuéc trén tré em: Tinh an toan va higu qua cua thudc & tré em chua dugc thiét I4p.

. Nén udng thudc it nhat 1 gi truée bira in.

6- Chéng chi dinh

Ngudi c6 tién sir qué man v6i esomeprazol hay bt ky thanh phén nio cia thuéc.
7- Luu y va théan trong

Khéng nén dung chung véi bat ky thudc khéc c6 chira esomeprazol.

Trud6c khi dung esomeprazol cho ngudi bi loét da day, can loai trir kha ning bj u 4c tinh v1 thudc c6 thé che lap cdc
triéu chirng va lam chim tré viéc chan doén,

Sir dung thude than trong trén bénh nhan suy gan.

Sir dyng trén phu nir c6 thai va cho con bi: Hi¢u qua cua esomeprazol trén ngudi mang thai chua duge nghién ciru
day du. Néu ban dang c6 thai hoac y dinh c6 thai, nén tham khao y kién bac si. Khong c¢ théng tin vé bai tiét cia
esomeprazol qua sira ngudi. Néu viéc diéu trj 1a can thiét, nén ngimg cho con bi trong thai gian diéu tri véi thudc.

Anh huéng 1én kha niing 14i xe va van hanh mdy méc: Chua c6 nghién ciru vé anh hudng clia esomeprazol 1én
kha ning lai xe ho&c van hanh may moéc.

8- Twong téc ciia thudc véi cdc thude khéc va céc loai twong tic khéc

Khéng c6 twong tic c6 y nghia l1am sang khi ding dong thoi esomeprazol véi thirc #n, rugu, thubc khang acid,
amoxycilin, theophylin, cafein, quinidin, lidocain.

Esomeprazol dugc chuyén héa béi hé enzym cytochrom P450 va vi thé anh hudn dén chuyén héa ciia mot vai thude
bi chuyén héa béi cac enzym nay. Esomeprazol trc che chuyén héa va lam tang nong d trong huyet tuong clia
diazepam, phenytoin, va warfarin.

Esomeprazol 1am giam hép thu ctia mgt s6 thudc nhu ketoconazol va itraconazol (c4c thudc ma sy hép thu phu thude
vao d9 acid dich vi).

Nong d¢ esomeprazol trong huyét tvong tang khi dung ddng thdi véi clarithromycin.

9- Téc dung khong mong muén

Thirong gdp: Nhirc dAu, budn ngu, chéng mat, budn nén, nén, dau bung, tio bén, chuéng bung.
It géip: Mét ngii, mét moi, ndi may day, ngtra, ndi ban, ting men gan tam thoi.

Hiém gap: Db mb hoi, phi ngoai bién, qué mn (bao gbm ph mach, sét, phan vé), réi loan vé méu (nhu mét bach
cAu hat, giam bach cAu, gidm tiéu ciu), 1 IAn c6 hdi phuc, kich ddng, trdm cam, 4o gidc & ngudi bénh ning, rbi loan
thj gic, vii to & dan 6ng, viém miéng, khé miéng, viém gan, vang da, bénh ndo do gan, co that phé quan, dau khép,
dau co, viém than ké.

Ngung sir dung va héi kién béc sT néu: Xuit hién céc triéu chimg méi bat thudng hay céc tc dung khong mong
muon kéo dai hoic trd nén nang hon.

Thong béo cho bic s nhirng tic dyng khong mong mudn gip phai khi sir dyng thudc.
10- Qud4 liéu va xir tri

Tri¢u chimg: Kinh nghiém vé qué liéu esomeprazol con han ché. Cc triéu chimg dugc md ta c6 lién quan dén viéc
udng mét lidu esomeprazol 280 mg Ia c4c triéu chimg vé dudng tiéu héa va tinh trang mét méi.

Xir tri: Chua c6 thudce giai dgc dic hiéu. Esomeprazol gan két manh v6i protein huyét tvong va do vay khong dé
dang bj thim tach. Trong trudng hgp qué lidu, nén diéu trj triéu chimg va sir dung céc bi¢n phép dieu trj ho trg thong
thudmg.

11- Dang bao ché va déng géi:

Hop 2 vi, vi 10 vién nang tan trong rugt

Hop 2 vi, vi 7 vién nang tan trong rudt.

Hop 4 vi, vi 7 vién nang tan trong rut.

12- Bio quén:

Pé noi kho réo, trnh énh sdng, nhiét d6 khong qua 30°C.
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13- Tiéu chudn chit lugng: TCCS.
) 14- Han dung: 24 thang ké tir ngdy san xuat.

THUOC BAN THEO PON
PE XA TAM TAY CUA TRE EM
POC KY HUGNG DAN SU DUNG TRUOC KHI DUNG
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC SI

San xuét boi: CONG TY CO PHAN DUQC PHAM GLOMED
Dia chi: S8 35 Pai Lo Ty Do, KCN Viét Nam — Singapore, thi x4 Thuén An, tinh Binh Duong.
DT: 0650. 3768823 Fax: 0650. 3769094

Ngay /Sthang / ndm 2015
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