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Omeprazole
for Injection

GOFUZOLE

Omeprazole for Injeci-n

GOFUZOLE

Each vial contains:
Omeprazole sodium BP
equivalent o

Omeprazole 40 mg.

Dosage: _
As directed by the physician.

Storage: Store below 30°C.
Protect from light.

o Keep aut of reach of children
- psniy Refer package insertfor
detail information.
Please read the insert
40 mg carefully before use.
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|V Use only
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Each vial contains:

Omeprazole sodium BP eq. to

Omeprazole
Dosage:
As directed by the physician.

Storage: Store below 30°C.
Protect from light.

Keep out of reach of children.

Refer package insert for
detail information.
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R- Thude bin thea don
GOFUZOLE
Bt pha ndm
Hép pdm | chai MBi chu chia
Hagt chilt- Omeprazole natri BP fuong
dureg Omeprazok 40mg

Chi dinh, chéng chi dpnh, cich ding
vik cic thieg to khde: xem th huing
din s dung

Bi 1a thm tay tré em. Doc kf huimg
diin sir dyng tririve kb dimg.

Béo quén thule i 30°C Tranh inh
SR

Chi sit dyng Gém Gnh mech

84 W SX, NSX, HD xem Bach No,
Mg Datc, Exp Diie trén nhin hip

SPK: VN-KXXX-XX
Sin vuit iyl An B, bai

Jarod Smmleys Road, Hanpum,
Vadodurs-351520, Gujarat, Indin
DNNK-

s ehi

1807537
9/ cONG TY \&
Ri- Thude hin \ HHiE-H A bin theo dom
GoFu D UC PHAM ZOLE

B pha titm .
Hip ghr § chal, MBi \RONGV M3 chai chite:
Hooat chifi: Omeprazole ndiy natri BP romg
diromg Omeprazoke 40mg. ‘?0 " e 3
Chi dinh, ching chi dinh, IAY - P b, chiag chi djub, edch ding
vi cic thing tin Kbde: xem & — ciic thimg tin khie: xem Wy lumg

din =i dung

B xu tim tay tré em. Boe ki huimg
diln wir dyng trde khi dimg.

B quin thube dudn 30°C. Trinh anh
sang

Chi gy dyng tiém tinh mgch.

55 % SX, NSX, HD xemn Bach No,
Mg Dite, Exp Diate trén nhiin hip
SDE: VN-XXXN-XX

Sin xuat tal An B§, bt

Bhart Parenterals Lid |

Survey Mo 144 & 146,

Jarod  Semlays Road, Haripurs,
Vadodura-391520, Gujarat, India

DN NK:

Dia chi:

diin =it dung.

D 1a tim tay tré eon. Dpe kY hanimg
diin vir dyng e kil ding.

Bio quin thube dui 30°C. Trinh inh
adng.

Chi mif dyng tiém Ginh mach

S B 8X, NSX, HD xem Baich No,
Mg Date, Exp. Date trén nbidn hop

SDK: VN-XXXX-XX

Sikn okt tyi An B, bid
Bharal Perenterals Lid.,

DN NK:
i chi
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Omceprazol dang tiém

Thanh phén:

M&i lo chira omeprazol natri BP trong duong voi 40mg omeprazol

Dang bao ché- Quy cach:

Bot pha tiém. Hop 1 io chita 40mg thudc bbt

PAC DIEM LAM SANG

Chi dinh diéu tri:

Ngin ngura chimg sic acid ¢ bénh nhan khéng c6 kha niang ding omeprazol duong ubng trong
thoi gian ngan (téi 5 ngay) vé trao nguoc thue quan, loét ta trang va loét da day lanh tinh, bao
odm Joét do bién ching khi ding thude chdng viém khong steroid (NSAID), vi du dung quanh
ky phau thuat.

Liéu lugng va cach ding:

Liéu lugng:

Chi dung cho ngudi lon.

+ Ngin ngira chimg sic acid: thude tiém omeprazol40mg tiém cham. Thoi gian tiém phai qua 5
phiit qua tinh mach, tiem 1 gio teude ph au thudt.

+ Ditng cho bénh nhan khéng diing birg dudng udng duoc, vi du & bénh nhan om nang co kém
trao ngugce thue quan, loét ta tedng hodc loét da day: tiém tinh mach omeprazol moi ngay mét
ldn. diing trong S ngay. Kinh nghiém 1am sang con han ché v&i hoi chimg Zollinger-Ellison.
Cich dung:

Thube tidm omeprazol chi duge dung dudmg tiém tinh mach va khéng duge ding theo cac con
dudmg khac.

Cidch pha ché:

Thube tiém omeprazol chi dugce pha lodng trong dung méi thich hop, nhu nude cat tinh khiét
dung dé pha tiém

Sau khi pha ché dudi diéu kién vo khuan, cin ding ngay trong vong 4 gid; phan con lai khong
ding phai dugce loai bo.

S dung cho ngudi cao tudi : >
Khong cin diéu chinh lidu lugng

Sir dung cho tré em

Kinh nghiém con han ché phai sir dung cho tré em

Suy chire ning thin

Khong yéu ciu diéu chinh lidu lugng cho ngudi suy chite nang thén,
Suy chire ning gan :
Vi thot gian ban thai cua omeprazol ting 1én khi suy chic nding gan, nén cén didu chinh liéu E
fugng clia thude va lidu hang ngdy cé thé nén 10-20mg.

Chéng chi dinh

Khang ding thude nay & ngudi qua man cdm véi cac thanh phin cta ché phdm.Khong dung phéi

hop omeprazol hodc cic chét (e ché bom proton cling v&i atazanavir.

Cidnh bio va thin trong dac biét khi sir dung.

Khi nghi ngd ¢o loét da day, cin loai trir kha ning bénh &c tinh trude khi ding omeprazol vi

dung thube nay cé thé lam thuyén giam céac triéu chimg va lam cham chan doan. Su giam acid

dich vi do cac phuong tién khac nhau kao gdbm st dung cic chét (e ché bom proton s& lam tang

luomg vi khudn trong da day thudng sin cé trong dng tiéu héa.
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Didu tri véi cac thude giam dé acid co thé dén t6i tang nhe nguy co nhiém khudn dudng tiéu hoa,
nhu nhigm salmonella va campylobacter.
Tuwong tic thube vi cac dang tuong tac khic
Do lam giam d¢ toan trong da day, nén sy hép thu cla ketoconazol hodc itraconazol ¢6 thé bi
piam khi didu trj véi omeprazole hoac v6i cac thube (e ché tiét acid da day.
Omeprazol duge chuyén héa ¢ gan qua xic tac cua cytochrom P450, nén omeprazol co thé kéo
dai su dao thai ctia diazepam, phenytoin va warfarin.
Can theo ddi bénh nhan dung phetytein hodc warfarin va can giam liéu phcnytom hodc warfarin
khi cung omeprazol. Tuy nhién, phdi hop cing omeprazol udng 20mg mdi ngay khong [am thay
doi nong do caa phenytoin trong mau & bénh nhin didu trj kéo dai véi phenytoin. Tuong r, ph0|
hop cong omeprazol uong 20mg/ngay khong lam thay ddi thoi gian déng mau & bénh nhan dung
kéo dai warfarin.
Ding phm hop, thiy cac néng do trong huyét tuong ctia ca omeprazol va clarithromycin duung,
u(mg déu tiang [én. Khodng ¢ twong tac giita omeprazol véi amoxicillin hofic metronidazol.Nhimg
thude khang khuan thuong diing cling omeprazol dé loai trir hehcobacterpy!om
Khéng cé bing chirng vé tuong tac giira omeprazol dudmg udng véi phenacetin, theophyllin,
caffein, propranolol. metoprolol, ciclosporin, lidocain, quinidin, estradiol hodc cac thube khang
acid. Sy hip thu clia omeprazol theo duong udng khong bi anh hudng bai rugu hodc thire an.
Khang cé bang chitng vé twong tac gilta omeprazol véi piroxicam, diclofenac hodic naproxen,
diéu nay cd lgi ich khi bénh nhan cén tiép tuc ding cic thude nay.
Phdi hgp omeprazol véi digoxin & ngudi khde manh lam ting 10% kha dung sinh hoc cla
digoxin do hdu qua cua su tang pH trong da day.
Khong loai trir su tuong tac véi nhiing thude cung Lhuyen héa qua xuc tac cua hé cytochrom
P450. Phéi hop omeprazol (ubng 40mg mot 1dn mdi ngiy) véi atazanavir 300mg/ ritonavir
100mg & ngudi tinh nguyén khoe manh dem lai két qua la gidm sir phoi nhidm cia atazanavir
(danh gia qua giam khoang 75% vé AUC, Cmax va Cmin). Téng atazanavir 1én liéu 400mg cling
khong bi trir duge tac dong ciia omeprazol 181 sy phoi nhiém cua atazanavir. Khdng phdi hop
omeprazol (va cic thude Gc ché bom proton) vdi atazanavir.
Phéi hop omeprazol véi tacrolimus ¢d thé lam tang ham luong cla tacrolimus trong huyét thanh.
Mang thai va thoi ky cho con bi
-Mang thai: phan tich két qua cha ba nghién ciru dich & hoc cho thiy khong c6 bing chimg vé
tac dung khéng mong mudn ciia omeprazol trén ngudi mang thai hodc trén siic khoe cia thai va
tré sor sinh, Co thé diing omeprazol tiém cho ngudi me mang thai.
- Thoi kp che con bii: omeprazol bai tiét duoc qua sitra ngudi me, nhung khdng chic ¢é anh
huang tdi tré bi me néu ngudi me ding lidu didu tri
Auh huéng tai khé ning ldi xe va vAn hanh may
Khong cd anh hudng
Tac dyng khong mong mudn
Omeprazol dung nap tot va nhimg phan ng ¢6 hai thuong nhe va cé hdi phuc trong cac thir
nghi¢m Jam sang thdy nhitng hién tugng cé hai sau ddy (hodc trong khi sir dung hang ngay),
nhung trong nhigu trudng hop chua xdc dinh duoc sir lién quan véi didu tr omeprazol (tinh theo
tan so): thudng giap >1/100; it gdp >1/1000 va <1/100; hiém <1/1000.
Thuomg gip:

H¢ thin kinh trung wong va ngoai bién: nhire dau
= Tiéu hoa: tidu chay, tao bon, dau bung, budn ndén/non, da"iy bung
It gap:

AR Y
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e £ =
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- I{é than kinh trung womg va ngogi bién: choang véang, di cam, budn nga, mat ngy, chéng
mat.
Gan: tAng cnzym gan.

- Da: phit ban va‘hofic ngira, may day

- Phun ing khac: khé &

- Heé than kinh trung wong va ngogi bién: |0 14n ¢é hoi phuc, kich dong, gy gé, trim cam
va ao giz'lc cho yéu 6’ bénh nhan 6m ning

- Tiéu hrJa kho miéng, viém miéng, nhlcm nm candida o ong tiéu hoa
Huvét hoc: giam bach cau, giam tleu ciu, mat bach cu hat va giam huyét cdu toan thé,
Gan: bénh ndo o bénh nhan cd tién sir bénh gan nghiém trong, viém gan cé kem hodc
khong kém vang da, bénh gan, ting enzyme gan.

Co xieong: viém khdp va cée tridu chimg dau co, yéu co.

Hé sinh san va roi loan vii: giam kha ndng tinh duc.

Da: nhay cam voi anh sang, ban dé da dang mong nudce, hdi chling stevens-johnson, hoai
t biéu bi nhiém doc (TEN), rung I(’)ng tée.

- Phan img khde: cac phan (ng qua man cam, vi du phit mach, sot, co thit phe quéan, viém
dng than bé, choang phan vé, ting tiét md hoi, phi ngoai bién, nhin ma, rdi loan vj giac,
ha natri-mau.

O mot s6 trwong hop bénh nhin 6m ning ma ding omeprazoltheo dudng tinh mach, chu
yéu ding liéu cao, di giap hu hai thj gidac khong héi phue, nhung khéng xac dinh diuoc
quan hé€ nhén qua.
Qua lidu:
Dung dudng tinh mach t6i 270mg duy nhét trong ngay va t61 650mg timg thoi ky 3 ngay
cho thay khdng cé phan (ng cé hai lién quan 14i lidu luong.
Tinh chit duoe Iy:
Tinh chiit dwge lue hoe:
Omeprazol lam giam tiét da day qua co ché tac dung duy nhét: 13 thudc Ge ché dic hitu bom
proton & da day tai t& bao tang. Tac dung nhanh va kiém soat c¢6 phuc hdi sy tiét acid da day khi
diing mét li¢u trong ngay. Diing dlr('mg tinh mach, omeprazol lam giam ldp tirc d¢ acid trong da
day, giam trung binh trong 24 git khoang 90% ¢ bénh nhan loét ta trang. Tiém tinh mach lidu
don 40mg ¢6 tde dyng trén sy tlet acid trong da day tuong duong véi cach udng thube nay trong
thoi gian 24 gio voi liéu 20mg mdi lan/ngay.
Liéu cao hon, tic tiém tinh mach 60mg, ngay 2 lan, duge diing trong nghién ciru JAm sang &
bénh nhén mic hai chitng Zollinger-Filison.
Co ché tic dung:
Omeprazol a goc yéu, duge tip trung va chuyén thanh dang c6 hoat tinh & méi trudng acid coa
tiéu quan trong té bao tang, tai do omeprazole e ché dirge enzyme H+, K+, - ATPase (tic bom
proton). Tac dung nay xdy ra & giai doan cudi cha qua trinh tao thanh acid dich vi va phu thudc
liéu lwong, tao su tre ché hitu hiéu v6i ca sy tiét acid cin ban va su tiét acid sau khi dugc kich
thich ma khéng phy thuge vao tac nhan kich thich. Moi tac dung dugc luc hoc duge quan sit déu

duoc cit nghia boi tac dung cla omeprazol 1én su tiét acid. Trong thoi ky dung omeprazol,
khéng gap quen thude nhanh.
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Tinh ehit duge dong hoc

+ [tdp thu:

Omeprazol dugce hap thu hoan toan & rudt non, khong bi anh hudng bai thirc &n. Thude ¢o thé tur
lam tang hap thu va kha dung sinh hoc ciia né do bai tre ché da day bai tiét acid

+ Phin bd:

Thé tich phdn bb biéu kién cua omeprazol & ngudi khoe manh khoang 0,3 livkg, gid i tuong
duong ciling gap ¢ ngudi suy than. Voi nguoi cao tudi va bénh nhan suy gan, thiy thé tich phan
bé ¢o giam chit it.Omeprazol két hop khoang 97% vao protein- huyét tuong.

+ Chuyén hoa:

Thei gian ban thai trung binh cia pha cubi cing cla dudng biéu dién ndng dd-thdi gian sau khi
diing omeprazol dudng tinh mach 1a khoadng 40 phat. Tong d6 thanh loc trong huyét worng 1a 0,3
— 0.6 lit/phit. Trong thoi gian didu tri khdng c6 thay dbi vé thai gian ban thai.

Omeprazol duge chuyén héa hoan toan qua xic tic cla hé cytochrom P450, cha yéu tai gan.
Phan lén su chuyén hoa cla thudc ndy phy thude vao dang da hinh, la isocnzym dic hiéu
CYP2C19, (S-mephenytoin-hydroxylase), chiu trach nhiém tao chét chuyén hoéa cha yéu
hydroxyomeprazol trong huyét tuong.

Khéng thay cé chét chuyén hda nao cia omeprazol c6 tac dung trén su tiét acid dich vi.Khoang
80% cua ligu tiém duge bai tiét qua nude tidu dudi dang chét chuyén héa.Phan con lai, duge thai
qua phin, chy yéu tir bai tiét qua mat.

+Dao thai:

Tong do thanh thai huyét tuong khoang 30- 401/gi¢ sau khi ding liu dom. Thovi gian ban thai cia
omeprazol ngan hon mét gidi sau khi ding liéu don va liéu nhic lai 1 1dn/ngdy. Omeprazol thai
trir hodn toan khoi huyét twong trong khoang thoi gian gifta cac liéu diing ma khong ¢é khuynh
hudng tich Ity khi ding | lan/ngay Khoang 80% omeprazol dugc bai tiét qua nude tiéu dudi
dang cic chit chuyén hoa, phén con lai qua phén.

AUC tang Ién sau khi dung ldp lai 0mep1azol Sy tdng nay phy thude theo liéu va dua dén két
qua 1a cé méi lién hé khéng tuyén tinh gitta AUC va liéu ding sau khi dang liéu lip lai. Su phu
thude vao thdi gian va lidu ding nay 1a do su giam chuyén héa & giai doan diu qua gan va giam
dd thanh thai toan than cé 18 do su Ge ché men CYP2C19 ciia omeprazole vi/hoge chit chuyén
hoa sulphone.

Syr ddo thai clia omeprazol khong thay déi & bénh nhan suy chirc nang thén. Thoi gian ban thai sé
kéo dai & bénh nhan suy gan, nhung khéng thiy omeprazol c6 tich lity khi ding | ldn mdi ngay.

Tuwong ky: Khong duge tron 1an cac thude khac vao dung dich tiém omeprazol da pha ché.
Thén trong dic bi€t khi si dung

T4t ca phan trong lo thube cén dugc hoda tan hoan toan trong 10ml nude cét pha tiém.

Chi dugc ding mét l4n cho mdt bénh nhan.

Khong duge dung dung dich dé pha néu nhin thdy ¢6 vat la.

Do 6n dinh vé héa hge va vat 1y dé sir dung dung dich da pha ché 13 bao quan 4 gid & nhlet do
v‘)sl‘!(\

Phan thude khong st dung phai vt bo

Ifan dung

Hép thude chua ma: 24 thang tir ngay san xuit.

Dung dich d4 pha ché: 4 gid.

Bdo quin

Bao quan & nhiét do dudi 30°C. Tranh anh sang. Pé xa thm tay cla tré em.
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San xuét tai An D9, bai:

Bharat Parenterals Ltd.,

Survey No.l144 & 146,

Jarod Samlaya Road, Haripura, Vadodara-391520, Gujarat, An 6.
Poc kg' hwéng din sir dyng trude khi ding.

Néu cin thém thong tin.Xin hoi ¥ kién bac st hodic dugec si.

Thudc nay chi ding khi c6 don ciia bac si.

TUQ. CUC TRUONG
P.T?tll?NG PHONG

Nyuyin Sy Sang
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