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NHAN VI RAZOLMED
Kich thudc: (Vi 10 vién)

Dai :112mm

R6ng :45 mm
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NHAN H(')P RAZOLMED
Kich thudc: (3 vix 10 vién)
Dai :135mm

Rong :25 mm

Cao :52mm

THANH PHAN: Méi vién nén bao phim tan trong rudt chia: Rabeprazol Natri 20 m
CHI BINH, LIEU LUONG, CACH DUNG, CHONG CHI BINH VA CACTHONG TIN Knﬁc VE SAN PHAM:
Xin doc t& huéng dan st dung
DE XA TAM TAY CUA TRE EM. POC KY HUONG DAN SU DUNG TRUGC KHI DUNG.
BAO QUAN: Dé nai khé rao, tranh anh sang, nhiét dé khéng qua 30°C.
nEu CHUAN: TCCS. SPK:

San xuét bdi: CONG TY €6 PHAN DUGC PHAM GLOMED
35 Pai L6 Tu Do, KCN Viét Nam-Singapore, Thuan An, Binh Dueng.

Rx Thuéc béan theo don

Hop 3 vix 10 vién nén bao phim tan trong rut

RA /OLMED*
—

Rabeprazol Natri 20 mg

RA/OLMED"

COMPOSITION: Each enteric coated tablet contains Rabeprazole Sodium 20 mg

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. Reg No.:
Manufactured by: GLOMED PHARMACEUTICAL COMPANY, Inc.
35 Tu Do Boulevard, Vietnam-Singapore Industrial Park, Thuan An, Binh Duong.

-

@a-dq /aH
3100 G | XSN

FON Y3IDF | XS 91 95

Box of 3 blisters of 10 enteric coated tablets

2 MED"®
Rabeprazole Sodium 20 mg

Rx Prescription only
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NHAN HOP RAZOLMED
Kich thudc: (10 vix 10 vién)
Dai :135mm

Rong:52 mm

Cao :55mm

RA /OLMED®

THANH PHAN: Mé&i vién nén bao phim tan trong rudt chia: Rabeprazol Natri 20 mg

CHI DINH, LIEU LUONG, CACH DUNG, CHONG CHI DINH VA CAC THONG TIN KHAC VE
SAN PHAM: Xin doc t& huéng din s dung

DE XA TAM TAY CUA TRE EM. DOC KY HUGNG DAN 5U' DUNG TRUGC KHI DUNG.
BAO QUAN: B4 nai khé réo, tranh dnh sang, nhiét dé khong qua 30°C,

TIEU CHUAN: TCCS. SDK:

@ San xust béi: CONG TY €6 PHAN DUOC PHAM GLOMED
7 35 BaiLoTu Do, KCNViét Nam-Singapore, Thuan An, Binh Dudng.

Rx Thuéc ban theo don Hap 10 vix 10 vién nén bao phim tan trong ruét

RA /OLMED’

Rabeprazol Natri 20 mg
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B ol |
RA/OLMED®

COMPOSITION: Each enteric coated tablet contains Rabeprazole Sodium 20 mg
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. Reg No.:

Manufactured by: GLOMED PHARMACEUTICAL COMPANY, Inc.
7 35Tu Do Boulevard, Vietnam-Singapore Industrial Park, Thuan An, Binh Duong.

RA/OLMED"®
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Rx Prescription only Box of 10 biisters of 10 enteric coated tablets

RA ZOLME D’

Rabeprazoie Sodium 20 mg
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NHAN HOP RAZOLMED
Kich thudc: (20 vix 10 vién)
Dai :135mm

Rong:52 mm

Cao :105mm

RA/OLMED®

THANH PHAN: Mbi vién nén bao phim tan trong rudt chifa: Rabeprazol Natri 20 mg

CHI BINH, LIEU LUONG, CACH DUNG, CHONG CHI DINH VA CAC THONG TIN KHAC VE
SAN PHAM: Xin doc t& huéng din sir dung

DE XA TAM TAY CUA TRE EM. DOC K¥ HUONG DAN SUf DUNG TRUGC KHI DUNG.
BAD QUAN: B noi kha rio, tranh dnh sang, nhiét dé khdng qua 30°C.

TIEU CHUAN: TCcs. SBK:

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

\ ——— 35 Bai Lo Tu Do, KCN Viét Nam-Singapore, Thuan An, Binh Duong.

Rx Thuéc ban theo don

RA /OLMED’

Rabeprazol Natri 20 mg

Hap 20 vix 10 vién nén bao phim tan trong rudt

RA/OLMED"

COMPOSITION: Each enteric coated tablet contains Rabeprazole Sodium 20 mg
INDICATIONS, DOSAGE, ADMINISTRATION, CONTRAINDICATIONS AND OTHER
INFORMATION: Flease 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. Reg No.:

@ Manufactured by: GLOMED PHARMACEUTICAL COMPANY, Inc.
——# 35 Tu Do Boulevard, Vietnam-Singapore Industrial Park, Thuan An, Binh Duong.
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RX Prescription only

RA/OLMED’

Rabeprazole Sodium 20 mg

Box of 20 blisters of 10 enteric coated tablets
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| RAZOLMED®

Rabeprazol natri
Vién nén bao phim tan trong ruft

1. Thanh phin

Mai vién nén bao phim tan trong rudt chira:

Hoat chdt: Rabeprazol natri 20 mg

Td dwgc: Magnesi oxyd, manitol, L- Hydroxypropyl cellulose, magnesi stearat, hypromellose, macrogol 400, tale, polysorbat 80,
eudragit, triethyl citrat, natri hydroxyd, glycerol monostearat, sit oxyd vang.

2. Durgre lye hoe va duge djng hoc

Dugc luc hoc

Rabeprazol 1a thuc irc ché bom proton thudc din xudt benzimidazol, thudc trc ché sy bai tiét acid da day biing cich tc ché men
H*/K* ATPase cia da ddy & bé mit ché tiét cia té bao thanh da day.

Durgce ding hoc

Sau khi udng 1 lidu rabeprazol, ndng d§ dinh ctia thube trong huyét trong dat duge trong khoang 3,5 gio. Sinh kha dung dudmg

udng khoing 52% déi v6i dang vién bao phim tan trong rut, do trii qua chuyén héa lan dau, sinh kha dung khong thay déi sau khi
diing liéu don hay ding liéu Iap lai.

Rabeprazol gin két cao véi protein huyét tuong (khoang 97%). Thudc chuyén hoa nhidu qua gan béi hé enzym cytochrom P450
thanh thioether, acid thioether carboxylic, sulfon, va desmethylthioether. Céc chit chuyén héa duge thai trir chu yéu trong nudc tiéu
(khoang 90%), phﬁn con lai dugce thai trir trong phén. Nira doi trong huyét twong khoang 1 gid, ting tir 2 dén 3 lan trong trudmg hgp
suy gan, va ting khoang 30% & ngudi gid.

3. Chi dinh
| Diku trj bénh trao ngugc da day-thyc quan, loét da day-ta trang tién trién va hoi chimg Zollinger-Ellison.
| Két hop véi khéng sinh nhim didu tr tiét cin loét do Helicobacter pylori.
i 4. Litu diing va céch ding
| Ngudi lon:
| - Bénh trdo nguge da day-thye quan: Liéu thong thudng 20 mg/lan/ngdy, trong 4-8 tudn. Sau dé, diéu trj duy tri véi liéu 10 mg hoge
20 mg mdi ngay tity theo dap (mg cua ngudi bénh.
- Loét da day-ta trang tién trién: 20 mg mdi ngay, trong 4-8 tudin d5i voi loét ta tring va trong 6-12 tudn dbi véi loét da day.
- Tiét can Helicobacter pylori:
a) Phdc dé lwa chon ddu tién: Chi & noi khéng clarithromycin < 20%. Khi ding 14 ngay hiéu qua hon 7 ngay:
Rabeprazol natri 20 mg, ngdy 2 1an, va 2 trong 3 khéng sinh:
+ Clarithromycin 500 mg x 2 lin/ngay.
+ Amoxicilin 1000 mg x 2 lan/ngay.
+ Metronidazol 500 mg x 2 lin/ngay.
b) Phdc dé 4 thudc thay thé: Khi c6 khang khang sinh hojc tai viing co ti 1¢ khang clarithromycin trén 20%, ding 14 ngdy bao
gom:
+ Rabeprazol natri 20 mg, ngay 2 lin.
+ Colloidal bismuth subsalicylat/subcitrat 120 mg x 4 lin/ngay.
+ Hod#c thay PPI+ bismuth bing RBC (ranitidin bismuth citrat).
+ Metronidazol 500 mg x 2 lin/ngdy.
+ Tetracyclin 1000 mg x 2 lin/ngay.
Néu khong c6 Bismuth c6 thé ding phéc dd ké tiép hodc phac db 3 khang sinh:
| Phdc dé 3 khdng sinh ding 14 ngay:
+ Rabeprazol natri 20 mg, ngay 2 1in.
+ Clarithromycin 500 mg x 2 lin/ngay.
+ Amoxicilin 1000 mg x 2 lan/ngay.
+ Metronidazol 500 mg x 2 lan/ngay.
Phdc dé ké tiép: F
+5 - 7 ngay rabeprazol natri 20 mg + amoxicilin 500 mg x 2 vién x 2 1an/ngay. 7
+ Tiép theo PP1 + clarithromycin + metronidazol hofc tinidazol trong 5 - 7 ngdy.
Trong triomg hop Helicobacter pylori vn khdng thudc c6 thé ding phac dé thay thé sau ding 14 ngay: -
+ Rabeprazol natri 20 mg, ngy 2 lan.
+ Levofloxacin 500 mg x 1 vién x 1 lan/ngay.
+ Amoxicilin 500 mg x 2 vién x 2 ldn/ngay.
¢) Truong hop céc phéc db trén khong higu qua cin nudi cdy vi khudn va 1am khéng sinh dd.
- Hi chimg Zollinger-Ellison: Lidu khoi diu 60 mg, mdi ngay udng mot Ian, diéu chinh liéu theo dép img. Liéu t6i da 120 mg mbi
ngay; Khi lidu ding cao hon 100 mg thi nén chia 1am 2 lin mdi ngay. .
Sir dung thudc trén tré em: Kinh nghi¢m sir dung rabeprazol & tré em con han ché.
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. nén thin trong khi dang l4i xe va vin hanh méy méc.

Khéng cén diéu chinh liéu & ngudi gia, bénh nhin suy than, hay bénh ﬁhﬁn suy gan nhg dén vira. Do thleu s6 Iléu ]am séng vé sir ]

dyung rabeprazol & ngudi suy gan ndng, nén thén trong sir dung & nhirng bénh nhén nay.

C6 thé ubng thudc ciing hay khong ciing voi thire &n. Nubt nguyén vién thudc, khong nghién nét hodc nhai.
5. Chéng chi dinh

Qua mén véi rabeprazol, din xult ctia benzimidazol hay bét k¥ thanh phin khac ctia thube.

Phy nir co6 thai hodc dang cho con bu.

Tré em.

6. Luru ¥ va thin trong

Khéng nén dung chung véi bt ky thude khéc c6 chira rabeprazol.

Trudce khi dung rabeprazol cho ngudi bj loét da day, cin logi trir kha ning bj u 4c tinh vi thudc c6 thé che 1dp cdc trigu chimg va lam
chim tré viéc chin dodn,

Sir dung thubc than trong trén bénh nhan suy gan niing.

Céc thude irc che bom proton dic biét khi sir dung véi lidu cao va thoi gian dai (> 1 nam), c6 thé 1am tang nhe nguy co gdy xuong
chéu, xuwong cb tay va cjt song, diic biét & bénh nhén cao tubi hojic khi ¢d sy hién dién cia cdc yéu th nguy co khéc. Céc nghién ciru
quan sét chi ra riing céc Lhuéc trc ché bom proton c6 thé 1am ting tdng thé nguy co gdy xuong khoang 10-40%. Mot phin trong mirc
ting nay c6 thé do céc yéu td nguy co khéc. Céc bénh nhin c6 nguy co lodng xuong nén dirge cham s6c theo cic huéng din 1am
sang hién hanh va nén dugc bb sung thich hgp vitamin D va calci.

Diéu trj bing thubc trc ché bom proton, ké ca rabeprazol natri ¢6 thé 1am ting nguy co nhiém khuén dudng tiéu héa nhu
Salmonella, Campylobacter va Clostridium difficile.

Ha magnesi huyét na.ng da dugce bdo cdo & nhimg bénh nhén diéu trj béng thudc e ché bom proton nhu rabeprazol trong it nhét 3
thang va trong da s céc truomg hop 12 1 nam. Biéu hién nang cia ha magnesi huyét 12 mét moi, co cung co, mé sang, co giét,
chodng véng va logn nhip théit ¢ thé xay ra nhung khoi phét 4m thim va khong dugc luu tim, O da sb chc bénh nhén, tinh trang
gidm magnesi huyet diwrc cai thi¢n sau khi sir dung li¢u phap magnesi thay thé va ngimg sir dung PPI.

Déi véi céc bénh nhén cln diéu trj 1au dai hodc nhimg bénh nhén ding déng thoi PPI vai digoxin hoﬁc céc thube c6 thé gay ha
magnesi méau (nhu thude 1oi tiu), nén theo ddi ndng do magnesi trude khi bit diu didu trj va Lrong subt qué trinh diéu trj bing PPI.

Sir dung trén phu nir c6 thai: Chua c6 cic nghién ciru ddy du trén phy niy ¢6 thai, do vy thude nay chi dung cho phy nir mang thai
khi lgi ich 16m hon nguy co.

Sir dyng trén phy nir cho con bi: Chua duge biét rd rabeprazol ¢6 bai tiét trong sira mg hay khong. Do nhiéu thude dugc bai tiét
trong sira va do kha nang xay ra tic dung ngoai y cuia rabeprazol trén tré bt me, nén quyét dinh ngung cho tré bi hogic ngung thubc
ty vao tAm quan trong clia thudc déi voi ngudi me.

Sir dyng thube trén tré em: Kinh nghiém sir dung rabeprazol ¢ tré em con han ché. Do d6 khong nén ding thube nay cho tré em
néu khong c6 chi dinh ciia béc si.

Sir dung thubc trén ngudi gia: Noi chung khéng I.hﬁy ¢6 sir khac biét vé tinh an toan, hi¢u qua va tac dung ngoai ¥ gitra ngudi gia
va ngudi tré tudi, nhung khéng thé loai trir tinh nhay cdm hon & mdt s6 ngudi cao tubi,

Anh huéng ciia thude dén kha ning didu khién tiu xe va vin hinh miy mée: Vi thudc 6 thé gdy ngu ga va chéng mit, do dé
7. Téc dyng khéng mong mubn

Thuong gap: Nhirc d4u, tidu chay, ndi mén, nhiém tring, day hoi. /ﬁy
It gap: Ngira, chéng mat, mét méi, t4o bén, budn non, ndn, dau bung, dau khop, dau co, may day, khd miéng, nhay cam véi dnh

sdng, mét ngu, ngti ga, hoa mit, suy nhugc, ting men gan, vang da.

Hiém gdp: Nhin md, viém miéng, db md hoi, rbi loan vj gic, phit ngoai bién, rdi loan vé méu (gbm mét bach céu hat, giam bach

clu, giam tidu cAu), viém thin ke.

Ngung sir dyng va héi kién bic si néu: Cac tac dyng khong mong mudn kéo dai hogic tré nén nang hon.

Théng bdo cho béc s nhirng tic dung khéng mong mubn giip phai khi ding thubc.

8. Twong téc ciia thude véi cdc thude khic va cdc logi trong tic khic

Rabeprazol dugc chuyén héa bai h¢ enzym cytochrom P450 va vi thé anh hudng dén chuyén hoa ciia mot vai thudce bj chuyén hoa
boi cdc enzym ndy.

Rabeprazol kéo dai théi gian thai trir cia diazepam, phenytoin, theophylin va warfarin, nhung sy tuong tac véi cc thube nay khong
¢6 ¥ nghia 1am sang & nhimg ngudi khoe manh.

Rabeprazol lam gidm hip thu mot s thubc nhu ketoconazol v itraconazol (c4c thudc ma sy hép thu phy thudc vao dd acid dich vi).
Rabeprazol lam ting hép thu digoxin.

9. Qué liéu va xir tri

Trigu chimg: Thong tin vé& qué liéu rabeprazol & ngudi con han ché.

Xir tri: Néu c6 qué liu xay ra, chi yéu didu trj trigu chimg va hd trg.

| 10. Dang bao ché va déng goi

Hép 3 vi x 10 vién.
Hop 10 vi x 10 vién.

| Hop 20 vi x 10 vién.

11. Ditu kién bio quin: D& noi kho rdo, trinh dnh séng, nhiét dj khong qué 30°C.
12. Tiéu chuéin chit lwgng: TCCS,
14. Han diing: 24 thang ké tir ngay san xudt.
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! THUOC BAN THEO PON
DE XA TAM TAY CUA TRE EM
PQC KY HUGNG DAN SU DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC ST

San xuét bdi: CONG TY CO PHAN DUQC PHAM GLOMED
Dia chi: Sé 35 Dai 16 Ty Do, KCN Viét Nam - Singapore, thj xd Thudn An, tinh Binh Duong.

DT: 0650. 3768823  Fax: 0650. 3769095 %/
NgayA't thang Onim 204 /
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