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Gastro-Resistant Omeprazole
Capsules BP

H-INZOLE

DNNK/Importer:

Compositian:
Each capsula contains:
Omaprazola BP
(as enteric coated granules)
Thanh phén:
MBEi vidn nang chira:
Omeprazaol BP 20 mg
(Dang hat bac tan trong rudt)
Indieation, Contraindicati
[=] g= & Other Inf ti
Please see leaflet in box
Chi dinh, Lidu ding, Céch ding, Chéng
chi dinh va céc théng tin khic:
Xin xam & hwérng dan sir dung
Storage:
Store in a cool & dry place, below 30°C,
Protected from direct light,
Bao quan: noi khé mat, dudri 30°C.
Tranh anh sang.
Gilr thudc xa tdm tay trd em
Doc kf hudmg din s0 dung trude khi ding
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H-INZOLE LIV

Omeprazol BP
ManuBctumd by/San xudt tai An dd béni:

Lark Laboratorles {Indis) Ltd,
5P - 1182E, Phase - IV, RIICO, Induatrial Area
Bhiwadi - 301019, iatt. - Alwar, (Rejasthan)
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-Gastro-Resistant Oméprazole Capsules BP

H-INZOLE

Compasition:

Each capsule contains:

Omeprazole BP 20mg Mg Lic. No.

{as enteric coated granules)

Dosage: |! x

As directed by the physician. =

Storage: Manufactured by:

Store in acool & dry place, below 30°C. Lark Laboratories (India) Ltd.

Protectad from direct light SP - 1192E, Phass - IV, RICO, Indusirial Area,

Keep the medicine out the reach of childran.  Ehewad - 301019, Distt - Alwar, (Rajasthan)

Gastro-Resistant Omeprazole Capsules BP

H-INZOLE

Composition:

Each capsule comains: Batch No

Omeprazole BP 20mg Exp. date:

{as enteric coated granules)

Dosage: ll § &
hs directed by the physician. =5

Storage: Manufactured by:

Store in a cool & dry place, below30°C. Lark Labaratories (India) Ltd.

Protected from direct light SP - 1192E, Phase - IV. RIICO, Industial Area,

Keep the medicine out the reach of children.  Bniwed - 301019, Distt. - Abwar, (Rajesthar), Inde

Colour : Baby Blue + Black
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TO HUONG DAN SU DUNG

R, Thuée ban theo don

H-INZOLE

Thanh phin

MJbi vién nang clmg chira:

Hoat chat:

Omeprazol ....ccooee e 20mg

(Duéi dang hart bao tan trong rudt).

Ta diwgc:

Manitol, Hydroxy Propyl Methyl Cellulose (HPMC-ES), Methyl acrylic acid co polymer (L-30D), Dinatri
Hydrogen phosphat. Diethyl phthalat, Sucrose, Titan dioxid, Poly viny! pyridon K-30, Calci carbonat, Talg,
Sucrose (30#40), Polysorbat 80 (Tween 80), Natri Hydroxid, Natri lauryl sulphat {SLS},

Phin loai dwge Iy

Thudc tac dong trén duong tiéu héa. wWvo

Duwoe lye hoc & ‘

Omeprazol (rc ché su bai tiét acid cta da day do {re ché ¢6 hdi phuc bom proton (hé enzym H', K-
ATPase). N6 trc ché ca su tiét acid co ban |An kich thich bai té bao vién caa da day da cho tac nhén
kich thich la acetylcholin, gastrin hodc histamin. Omeprazol khong cé tic dung lén céc thu thé
acetvlcholin, gastrin hodc histamin.

Dwge djng hoc

Omeprazol duge hdp thu nhanh khi ubng nhung véi mirc 6 khac nhau. Omeprazol duge hdp thu
hoan toan o rudt non sau khi uéng tir 3 dén 6 gio. Kha dung sinh hoc phu thude vao pH da day va cé
thé dat dén 70% khi st dung lidu 13p lai. Thirc an khdng anh hudng én kha dung sinh hoc cia
omeprazol.

Thude gin nhiéu vao protein huyét trong (khoang 95%). Omeprazol duge dao thai khoi vong tuin
hoan do sur chuyén héa tai gan véi thoi gian ban thai huyét twong khoang 30 - 90 phit.

St chuyén hoa & gan dién ra chu yéu thong qua hé cytochrome CYP2C19. Céc chit chuvén héa déu
khong ¢6 hoat tinh duge dao thai chi yéu qua nude tidu (80%), phén con lai theo phan, Sir tic ché
bai tiét acid lién quan dén dién tich dudi dudng cong ndng do - thai gian chir khéng don thufin (4
ndng do thude trong huyét trong tai thoi didém nhdt dinh.

Chi dinh

H-INZOLE dugc chi dinh:

Ngwoi lon

- Diéu trj loét da day va/hodc ta trang, bao gdm ca dir phong tai phat loét da day va trao nguoc thue
quan

- Kiém sodt |au dai chimg trao nguge thue quan va hoi chimg Zollinger-Ellison.

- Giam triéu chimg ¢ néng & bénh nhén bj bénh trao nguoc da day-thue quan (GORD) va giam ngin
han cac triéu ching khé tiéu.

- Phéi hop trf lidu v6i nhirng khang sinh thich hop trong truémg hop 106t ta trang ¢é Helicobacter
pylori duong tinh.

- Loét da day va/hodic ta trang ¢6 lién quan dén diéu tri thubc khang viém khéng steroid (NSAID).

- Giam nguy co tién trién vét loét da day va‘hodc ta trang va giam nguy co tai phat bénh loét da day
va/hodc t trang d4 chira lanh & nhitng bénh nhan diéu tri véi NSAID.
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TO HUONG DAN SU DUNG

Tré em
Piéu tri ngdn han (tré em [&n hon 3 thang tuéi) trong trudng hop viém loét do trao ngirge thire quan
nang da dé khang véi cac diéu tri y khoa trudce do.

Liéu lwgng va cach sir dung
H-INZOLE dugce dé nghi udng vao budi sang va nuot nguyén vién cling voi nira ly nude.
Vién nang cirng khéng nén nhai hodc nghién nat.

NGUO1 LON

Loét ti trang

20 mg mot lan mdi ngdy trong 2 dén 4 tudn.

D6i voi mdt s6 bénh nhan loét ta trang khang dép (mg véi phac dé didu tri khac, 40mg moét [an mdi
ngay ¢ thé hidu qua.

Phong ngira tai phat ¢ nhirng bénh nhin loét t4 trang

0mg mét lan mdi ngdy.

Néu can thiét, lidu dung 6 thé tang len tGi 20 - 40mg mot lan mdi ngay.

Liéu khuyén cao trén cling bao gdm phéi hop tri liéu véi nhimng khang sinh thich hop trong trudng
hop loét ta trang c& Helicobacter pylori duong tinh.

Loét da day va trao nguwge thwe quin v

20 mg mot lan mdi ngay trong 4 - 8 tuan. — i

Trong mét s6 truomg hop benh nhan loét da day va trao nguge thue quan khéng dép (ing vdi phac do
diéu tri khac, 40mg mdt ldn mdi ngay c6 thé ¢6 hidu qua.

Pé kiém soat lau dai bénh nhin véi chimg trao nguoe thuc quan liéu khuyén cdo 20mg mét lan hang
ngay. Néu can thiét, lidu dung ¢6 thé ting 1én 161 20 -40mg mdt lan mdi ngay.

O nhirg bénh nhan véi triéu ching trao ngugc thue quan nidng hodc tai phat co thé duge tiép tue voi
omeprazol liéu 20mg mdi ngay.

Tén thwong da day - ta trang lién quan dén NSAID c6 hodc khdng tiép tuc diéu tri véi NSAID
20 mg mai ngay mot lan.

Dbi vdi hdu hét bénh nhan viée chita lanh xay ra trong vong 4 tudn. DSi véi nhitng bénh nhan khdng
thé chira lanh hoan toan sau dot trj liéu dau tién viéc chira lanh c6 thé xay ra trong 4 tuan diéu trj
tiép theo.

D phong ton thwong da day - ta trang lién quan dén NSAID va cac triéu chirng kho tiéu 20mg
mét lan mdi ngay.

Didu trj triéu chirng bénh trao nguge da day - thue quan 20mg mét lan mdi ngay.

Bénh nhan ¢é thé dap img tét v6i lidu 10mg mdi ngay, vi vay diéu chinh liéu cho titng ¢4 nhén nén
durge xem xét.

Néu cdc tridu chitng khéng duge kiém soat sau 2 tuan diéu tef voi 1iéu 20mg mdi ngay, bénh nhan
nén duge kiém tra thém.

Hoi chirng Zollinger-Ellison

60mg mdt 1An mdi ngay.

Liéu dong nén duoc diéu chinh theo ting c4 nhén va viée didu trj van tiép tuc {au dai néu ¢ chi dinh
[Am sang.

Vi lidu trén 80mg mdi ngay, liéu ding nén dugce chia hai lan mdi ngay.

Chéng chi dinh

Bénh nhan nhay cam vdi bit k¥ thanh phan nao cia thude.

Tinh an toan trén phy nir mang thai va cho con b van chura duoc thiét lap.
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Théin trong

Dau hiéu dap (ng tri liéu v&di H-INZOLE khong loai trir su hién dién cua loét hodc bénh ic tinh ¢ da
day hodc bénh ly ac tinh ¢ thuc quan. Trong truong hgp nay vige diéu tri v6i H-INZOLE ¢6 thé lam
tri hodn viéc chudn doan.

Bénh nhan suy gan cdn duoc giam (idu.

Twong tic thudc

H-INZOLE dugc chuyén héa thdng qua hé théng cic enzym cytochrome P450, khi diing ddng thai
c6 thé anh huéng dén su chuyén héa cia cac thude khéc duge chuyén héa bai cdc enzym nay. Sy
thai trir diazepam, wartarin va phenytoin ¢6 thé kéo dai khi H-INZOLE duoc sir dung dong thoi.
Theo ddi chi s6 INR va ndng dé huyét thanh cua phenytoin dugc dé nghi va viée giam lidu o thé
cdn thiét khi H-INZOLE duoc sir dung ddng thdi. C6 thé xdy ra tuong tac gifra H-INZOLE vai
digoxin va dugc du kién s& lam tang 10% sinh kha dung digoxin.

Cé thé c6 twong tac voi cac thude khie cung duge chuyén héa théng qua hé théng enzym
cytochrome P450.

Str dung trong lic mang thai va cho con bi

Tinh an toan trén phy nit mang thai va cho con b van chua duge thiét lap. L~

Tic dong 1€n kha niing l4i xe va vin hanh may e

Vién nang omeprazol 20mg ¢6 anh huong khong déng ké dén kha ning 14i %& vl van hanh may moc.
Tuy nhién néu ¢6 gip cac tic dung phu nhu chéng mat vad dau ddu do énh séng,
kha ning lai xe va van hanh my mée cé thé bi anh huwdng

T4c dung khdéng mong mudn

Roi loan hé tao mdu va bach huyét

Hiém: giam bach cdu, giam tidu cau, mat bach cdu hat, giam toan thé huyét cau.

Rébi loan ndi tide

Hiém: Vi to o dan dng.

Réi loan chuyén héa va dinh dudng

Hiém: Ha natri mau.

Réi loan tAm than

Hiém: L 13n ¢6 hdi phuc, kich déng, trdm cam, trdm cam va 4o giac (chii yéu 1a & nhimg bénh nhan
bi bénh néng).

Rébi loan hé thin kinh

Thicomg gap: Nhire dau (nghiém trong du dé ngung diéu tri & mot s6 bénh nhan).

It gdp: Chong mat, budn ngd, mit ngu, ching di cam.

Réi loan vé& mit

Hiém: nhin md.

R6i loan mach man

Hiém: ph ngoai bién.

Réi loan hé hdp, [ong ngue va trung that

Hiém: Co that phé quan.

Réi loan tiéu héa

Thiromg gdp: Tidu chay (du ning dé phai ngung didu tri & mét s& bénh nhén), tdo bén,

dau bung hosc budn nén, ndn, day hai.

Hiém gdp: kho miéng, viém miéng, nhidm nidm Candida thuc quan, rdi loan vi giac.

Réi loan hé gan - mit

1t gap: tang men gan.

Hiém: Viém gan vang da hodc khong vang da, bénh ndo & ngudi suy gan.
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Rél loan da va md dwéi da
It gap: Nbi min trén da, mé day, ngtra.
Hiém: nhay cam anh sang, ban bong nudc, hoai tir biéu bi gdy ddc, hoi chitng Stevens-Johnson,
rung toc, hdng ban da dang.
R0| loan co xwong, md lién két va xwong
Hiém: nhuoc co, dau khdp, dau co
Réi loan than va dwong niéu
Hiém: Viém than ké
Than trong: e
Anh hwdng lién quan den sur e ché tiét acid: /‘“’\ i
Khi ding thoi gian dai, tin xudt xay ra nang tuyén da day co thé gia tang. Nhuno thay doi nay co
tinh sinh Iy va la két qua cua su (rc ché manh [én tiét acid dich vi, Su giam d¢ acid dich vi s€ lam
tang lugng vi khuan thong thuong hién dién trong hé tiéu hoa, dé 1a ly do tai sao viéc diéu trj v6i H-
INZOLE c¢6 thé lam ting nhe nguy co nhiém khuin dudng tiéu héa nhu la Salmonella va
Campylobacter.
Khi bénh loét da day duge xac dinh hodc nghi ngor hodc kém véi su hién dién cua bat ky triéu ching
canh bdo ndo nhu: sut can ddng ké khong chu dich. ndn mura tai phat. khé nudt. nén ra mau hoac dai
tién ra mau den nén loai trir kha ning ac tinh vi viée diéu tri véi H-INZOLE c6 thé che lfip triéu
ching va cham tré viée chin doan.
Luwu y: Théng bio cho bdc sy biét cdc tdc dung khéng mong muédn gip phdi trong qud trinh diéu
tri.
Quai liéu
Nhin mé, 1a 1an, todt md héi, do bimg, nhirc du, budn ndn, mét méi, va nhip tim nhanh da dugc bao
céo khi qué liéu omeprazol Khong ¢ thude giai doc dic hiéu cho qua lidu véi omeprazol.
Diéu tri triéu chirng va nang d thé trang.
Omeprazol lién két véi protein mot cach phd bién do d6 khong thé thdm phan. Bénh nhan da duoc
xac dinh hodc nghi ng qua lidu nén goi cho bac sy hogc tham khao y kién béac sy.
Diéu kién bio quin: Bao quan ¢ nhiét do dudi 30°C. Tranh &nh sang.
Han sir dung: 24 thang ké tir ngay san xuat
Quy cach dong géi: Hop 10 vix 10 vién nang
Tiéu chuan: Nha san xuit (NSX)
Doc ki hwong din trwée khi ding
Giir thudc ngoai tim véi ciia tré em.
Néu cin thém thong tin, xin hoi y kién bac sy

San xuét boi

Lark Laboratories (India) Ltd.
SP-1192 E, Phase-1V, RIICO, Industrial Arpa
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