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Rx Prescription Drug g Rx Thuéc ban theo don tiém chira:

Rabeprazole Sodium
for Injection

RAZ-IV

Lyophilized Powder
For Intravenous

P
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Rabeprazole sodium (Sterile) 20 mg.
(as lyophilized powder)

Excipients q.s.
One 10ml ampoule of sterile water for
Injections USP

Dosage : As Directed by the Physician
Storage : Store below 30°C in a cool
and dry place, protect from light
Directions for Use :

To be Reconstituted with

sterile water for injections USP 10ml.
Reconstituted injection is to be used
in 24 hours if stored in refrigerator.

Keep out of reach of children.
Carefully read the package insert before use.

Manufactured by:

BRAWN LABORATORIES LIMITED
13, NIT, Industrial Area
Faridabad-121001, Haryana (India)

do not use the sol
vial for replacement.

Rabeprazole Sodium
for Injection

RAZ-IV

BOT DONG KHO
PHA TIEM TINH MACH

20mg

Rabeprazole sodium (Sterile)
...20mg

-Doéng goi: Hop 1 lo bdt pha
tiém + 1 6ng nwérc cht

-Dang bao ché: B4t dong kho
phatiém.

-Chi dinh, cach dung, chéng
chi dinh va cac théng tin
khac: Xin doc trong t& hwéng
dén st dung.

-Béao quan: Bao quan noi khd
mat & nhigt d¢ duwdi 30°C,
tranh anh sang.

Dé thubc xa tam tay cua tré
em.

Doc ky hwéng dén s dung
trirrc khiding.

Doanh nghiép nhap khau:

Nuéc cit/ SWFI:

S8 16 SX, NSX, HD

xem Batch No., Mfg. Date,
Exp. Date trén éng

Bot pha tiém/
Powder for Injection:
SPK/ Visa No.:

S4 16 SX/ Batch No.:
NSX/ Mfg. Date:

HD/ Exp. Date:

San xuét tai An B9 béi:
BRAWN
_. LABORATORIES LTD.
13, NIT, Industrial Area, Faridabad
121001, Haryana - India

-
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Dosage : ’ o

As Directed by the Physician fOf IﬂjeCtIOH Mig. Lic No. : 37T8-B(H)

Storage

Store below 30°C in a cool and dry place, Batch No.:

protect from light. Diae::

Directions for Use RAZ- |V b

To be reconstituted with sterile water for Exp. Date :

injection USP 10mi.

Reconstituted injection is to be used within Lyophilized Powder

24 hours if stored in refrigerator. For Intravenous o

Administration only Isdanufadumred in India by:
N LABORATORIES LIMITED
20mg b 13, NIT, Industrial Area
Fari 121001, Haryana (India)

Batch No. :

Mfg. Date :

Exp. Date :

Manufactured by:

BRAWN
LABORATORIES LIMITED
13, NIT, Industrial Area
Faridabad-121001,

Sticker Size : 43mm x 40mm
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Ry THUOC BAN THEO PON
Poc kj hudng dén sir dung truée khi dung
Néu can thém théng tin xin héi y kién bdc sy
Chi ding thuéc nay theo don ciia bdc sy
Pé thudc xa tam tay ciia tré em

RAZ-IV

(Rabeprazole sodium for injection 20 mg)

THANH PHAN

Moi lo bot dong kho pha tiém chira:

Hoat chadt: Rabeprazol sodium twong duwong véi rabeprazol 20 mg.
Ta dugc: Mannitol, sodium hydroxid.

Ong nudc cit pha tiém: 10 ml.

DANG BAO CHE @7
Bot dong kho pha tiém.

CAC PAC TINH DUQC LUC HQC

Rabeprazol thugc nhém céc hogp chit khang bai tiét (ddn chét benzimidazol e ché bom proton),
khong c6 tac dung khang histamin tai thu thé H2 hay khang cholinergic, nhung ngén can bai tiét acid
dich vi ¢ thanh da day do uc che men (H/K") ATPase tai té bao thanh da day. Nhitng enzym nay
dwoc xem 1a bom proton trong té bao thanh, _cho nén rabeprazol dugc xem nhu 1 téc nhén uc ché bom
proton. Rabeprazol ngin chin giai doan cudi ciing cua qué trinh tiét acid da day. Trong nhing té bao
thanh da day, rabeprazol dugc nhin thém mot proton, tich liy va dugc chuyén thanh dang
sulfonamide hoat tinh.

CAC DAC TINH DUQC PONG HQC

Duogc dong hoc cua rabeprazol khong thay d6i khi diéu chinh liéu. Thoi gian ban thai huyet tuong 1a 1
- 2 git. Rabeprazol gin két vdi protein huyét twong va dugc chuyen héa manh, dang chuycn hda chinh
duoc phét hién trong huyét twong 1a thioete va sulphone. Khong thdy hoat tinh trc ché bai txet & nhitng
dang chuyén héa nay. Cac thir nghiém in vitro cho thiy rabeprazol dugc chuyén héa chu yéu qua gan,
do cytochrom P4s0 3A (dang sulphone) va 2C19 (desmethyl rabeprazol). 90% lugng thudc thai trir qua
nude tiéu, chii yéu dudi dang thioeter carboxylic acid, dang lién két glucuronide va dang chuyén héa
mercapturic acid.

CHI PINH
Rabeprazol dugc chi dinh dung trong nhitng truong hop sau:
- Loét ta trang thé hoat dong c6 chay mau va tén thwong nghiém trong.
- Loét da day thé hoat dong cé chay mau va ton thuong nghiém trong.
- Diéu tri ngén han lam lanh va giam tri¢u ching loét do trao nguoc da day, thuc quan.
- Bénhly héi lwu da day, thuc quan, loét td trang & hgi ching Zollinger - Ellison.
- Diéu tri thay thé rabeprazol dang ubng trong tredng hop bénh nhén vi mot 1y do bat ky khong
thé dung rabeprazol dudng udng.

LIEU LUQNG VA CACH DUNG
Chi ding RAZ-IV néu khéng thé dung rabeprazol duong udng. Ngay khi c6 thé thi nén ngung dung
duodng tiém va chuyén sang dung duong udng.
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Téac dung va mac do an toan cua thudc trén tré em chua duge xac dinh vi vay nén than trong khi dung
RAZ-IV cho tré em.

Duong dung: tiém tinh mach.

Liéu khuyén céo 1a tiém 1 lo (20 rng)/lan/ngay

Cdch tiém tinh mach: cho vao lo thudc bot 5 ml nude cét pha tiém va lic ki cho dén khi bot tan hoan
toan tao thanh dung dich d6ng nhit. Sau d6 tiém tinh mach chim trong vong 5 - 15 phut.

Cach truyén tinh mach: Dung dung dich tiém & trén, pha lodng tiép véi nudc pha tiém hodc nudc
mudbi sinh 1y 0, 9% va tiém truyén tinh mach trong thoi gian ngén tir 15 - 30 phit. Ngoai nudc pha tiém
hodc nude mubi sinh 1y, khong dung bét cir dung mdi nao khac dé pha dung dich tiém rabeprazol.
Khong can diéu chinh liéu & ngudi 16n tudi, bénh nhan suy than va bénh nhan suy gan tir nhe dén
trung binh. G bénh nhan suy than nhe dén trung binh, tic dong cua rabeprazol ting va thai trir giam.
Do chua cé du thong tin 1am sang vé rabeprazol trén bénh nhéan suy than néng, can than trong trén
nhitng d6i trong nay.

CHONG CHIi PINH

Bénh nhén qua man cam vdi thanh phan ciia thudc hay din xuit ciia benzimidazol.

Phu nit mang thai 3 thang cubi hoic gin lic chuyén da. /D,Z

THAN TRONG -

- Céc dap g diéu tri véi rabeprazol khong ngin ngira sy xuat hién cia cac khdi u ¢ da day. Vi
thé can loai trir kha ning ¢ ung thu trude khi sir dung thude.

- C6 thé xay ra suy gan ning, phong rop trén da, d6 da. Ngung sir dung thudc khi ¢ sy tai phat
clia céc ton thwong trén da.

- Su dung cho nguoi 16n tudi: Khong c6 sw khic biét vé& mirc do an toan va hiéu qua cua thudc
gitta bénh nhan 16n tudi va ngudi tré tudi.

- Str dung cho tré em: Tac dung va mirc d§ an toan cua thudc trén tré em chua dugc xac dinh vi
vay nén than trong khi duing RAZ-IV cho tré em.

SUDUNG O PHU NU CO THAI

Gidng nhu cic thude trc che téng hop va giai phong prostaglandm khac, rabeprazol sodium gay

nguy co ting 4p luc phdi ton luu & tré so sinh, do doéng ong dong mach trude khi sinh néu céc thube

nay dugc dung trong 3 thang cudi thai ky. Rabeprazol sodium con trc ché chuyén da d¢, kéo dai thoi

gian mang thai, va ddc tinh déi v6i duong tiéu hoéa ¢ ngudi mang thai. Khong dung rabeprazol sodium
cho ngudi mang thai 3 thang cudi hodc gan lic chuyén da.

SU DUNG G PHU NU CHO CON BU
Rabeprazol sodium bai tiét vao sita me. Chua xdc dinh d6 an toan cta thudc dung cho me trong thoi
gian cho con bu. Vi vay chi dung thuéc cho ba me dang cho con bi trong trrdng hop that sw can thiét.

TAC DUNG KHONG MONG MUON
Tdc dung phu xay ra ¢ mirc dg tir nhe dén trung binh bao gdm khé chiu, tiéu chay, budn nén, bong rop
& da, nhirc dau va chong mit.
Bét thuong trong cic xét nghiém (ting men gan, LDH va ure mau) va ty 1¢ ngung st dung thudc xay
ra khi st dung rabeprazol tuorng duong vdi cac tac nhan so sanh khac.

Théng bdo vdi bdc sy cdc tac dung khong mong muon gap phai khi dung thuéc.

TUONG TAC THUOC

Than trong khi dung ddng thoi RAZ-IV véi nhing thudc sau:

Digoxin: ndng dé trong mau cua digoxin c6 thé ting. Co ché va nhitng yéu té nguy co: d6 hdp thu
cua digoxin s& dugc ting do pH da day tang.
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Phenytoin: di c6 béo cdo ghi nhan hop chit dong ding (omeprazol) di kéo dai chuyén hoéa va bai
tiét cua phenytoin.

Thudc khang acid c¢6 chira aluminum hydroxid gel hoic magnesium hydroxid: d3 cé béo céo ghi
nhan ndéng d6 AUC trung binh trong huyét thanh giam 8% sau khi ding ddng thdi rabeprazol véi
thudc khang acid va 6% khi ding rabeprazol 1 gio sau khi dung thuc khang acid so véi dung
rabeprazol don thuan.

TAC PONG CUA THUOC POI VOI KHA NANG LAI XE VA VAN HANH MAY MOC
Chua co dit liéu.

QUA LIEU VA CACH XU TRi

Cho dén nay chua c6 truong hop qua liéu rabeprazol nao dugc béo cdo. Bénh nhin mic hoi ching
Zollinger - Ellison da dugc diéu tri véi liéu 1én dén 120 mg/lan/ngay. Khong c6 chit ddi khang dic
hiéu. Rabeprazol gin két manh vdi protein huyét twong nén khong thé thim phén. Trong truong hop
qua liéu, nén diéu tri ning d& va triéu ching.

PONG GOI: Hop 1 1o bot + 1 éng nude cit pha tiém 10 ml. @T

HAN DUNG: 24 théng k& tir ngay san xuét. Khéng dung thudc qua han sir dung. —

BAO QUAN: Bio quén noi khd mét, & nhiét do dudi 30°C, tranh anh séng.

Dun§ dich sau khi pha nén dung ngay, néu khong c6 thé bao quan dung dich trong vong 24 gio ¢ nhiét
do 5°C + 3°C.

TIEU CHUAN: Nha san xuat.

NHA SAN XUAT

BRAWN LABORATORIES LTD. .
Dia chi: 13, N.I.T. Industrial Area, Faridabad-121 001, Haryana, India (An D9).

TUQ. CUC TRUONG
P.TRUONG PHONG
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