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ARTWORK DETAILS

Component : Carton

if Dimension : 126 x 25 x 80 mm
CMYK

| Colour:

i Specification:
i 300 gsm ITC - Pearl coated — UV coating
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Rx Thuéc ké don

Composition:

| Each hard gelatin capsule contains:

| Esomeprazole magnesium dihydrate
i equi. Esomeprazole 40.0 mg

‘ (267 mg of pellet esomeprazole 15%)

1 Indication, dosage, contra-indication

| & precaution:

| Please see insert paper.

Specification:

In house

Storage:

Store below 30°C in a cool and dry place,
away from direct sunlight.
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SIS

Hop 3 vi x 10 vién

Thanh phén:

Mai vién nang clrng c6 chira:
Esomeprazol magnesium dihydrat
twong drong Esomeprazol 40,0 mg
(267 mg esomeprazol dang pellet 15%) ‘
Chi dijnh, liéu diing & cach diing, chéng }
chi dinh va lwu y: |
Xin xem tér hwéng dan sir dyng

Bao quan:

noi khd, mat & nhiét dd duwdi 30°C,

tranh &nh sang. |
Dang bao ché:
Vién nang cteng.

Mifg. Lic. No.: 1800-OSP
SOK/ Visa No. |
$6 16 SX/ Batch No.: 1
NSX/ Mig. Date :
HD{ Exp. Date :
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SOPEZID 40

Esomeprazole Capsules 40mg
Composition:

Each hard gelatin capsule contains:
Esomeprazole magnesium dihydrate
equi. Esomeprazole 40.0mg
(267 mg of peliel esomeprazole 15%)

SOPEZID 40

Esomeprazole Capsules 40mg
Composition:

Each hard gelatin capsule contains:
Esomeprazole magnesium dinydrate
equi. Esomeprazale 40.0mg
(267 mg of pellet esomeprazole 15%)

SOPEZID 40

Esomeprazole Capsules 40mg
Composition:

Each hard gelatin capsule contains:
Esomeprazole magnesium dihydrate
equi. Esomeprazole 40.0mg
(267 mg of pellet esomeprazole 15%)

SOPEZID 40

Esomeprazole Capsules 40mg
Composition:

Each hard gelatin capsule contains:
Esomeprazole magnesium dihydrate
equi, Esomeprazols 40.0 mg
(267 mg of pellet esomeprazole 15%)

Manufactured by /

San xudt tai An B§ béi:

KWALITY

PHARMACEUTICALS LIMITED.
Nag Kalan, Majitha Road, Amitsar,
Punjab, India

SOPEZID 40

Esomeprazole Capsules 40mg
Thanh phin:

M3i vién nang cimg o6 chira:
Esomeprazol magnesium dihydrat
trong duong Esomeprazal 40,0 mg
(267 mg esomeprazol dang peliet 15%)

SOPEZID 40

Esomeprazole Capsules 40mg

Thanh phin:

MBI vién nang cimg cé chira:
Esomeprazol magnesium dihydrat
trong duong Esomeprazol 40,0 mg
(267 mg esomeprazol dang pellet 15%)

SOPEZID 40

Esomeprazole Capsules 40mg

Thanh phin:

M3i vién nang cimg cé chira:
Esomeprazol magnesium dihydrat
firong duong Esomeprazol 40,0 mg
(267 mg esomeprazol dang pellet 15%)

SOPEZID 40

Esomeprazole Capsules 40mg
Thanh phén:

Mi vign nang cimg ¢4 chiva:
Esomeprazol magnesium dihydrat
twong duong Esomeprazol 40,0 mg
(267 mg esomeprazol dang pellet 15%)

Mg. Lic. No.: 1800-0SP
SBK/ Visa No.:

S6 16 SX/ Balch No.:
NSX/ Mfg. Date :

HD/ Exp. Date :
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HUONG DAN SU DUNG THUOC

Rx

SOPEZID 40

Doc kj huéng dan sir dung truce khi dimg
Dé xa tam tay tré em
Thong bdo cho bdc sy néu co phan iimg phy xay ra khi dimng thudc

[Thanh phén]

M&i vién nang cting chira 267 mg pellet esomeprazol 15% tuong duong 40 mg esomeprazol.

Ta duge pellet (Mannitol, Sodium lauryl sulphat, Disodium hydrogen phosphat, Sodium
carbonat, Hydroxy propyl methyl cellulose-ES, Methacrylic acid (L30D), Diethyl phatalat, Titanium
dioxid, Polysorbate 80, Sodium hydroxid, Talc, Starch, Sucrose, Polyvinyl Pyrrolidon K30)

[Dang bao ché]

Vién nang cing. Vién nang ctng , bén trong ¢o chia vi hat mau trang.
[Dwoe Iue hoc]

Esomeprazol 1a dang dong phén S cia omeprazol, duge ding tuong ty nhu omeprazol trong diéu
tri lo¢t da day — ta trang va bénh trao nguoc da day - thuc quan.

Esomeprazol gin véi H'/ K - ATPse (con goi la bom proton) & té bao thanh cia da day, tic ché
dic hiéu hé l‘héng enzyme nay. ngin can bude cudi cling ctia s bai tiét acid vao trong da day. Vi viy
esomeprazol ¢6 tac dung Grc ché da day tiét acid co ban va ca khi bi kich thich do bét ky tac nhan nio.

Esomeprazol khong phii 1a dang c¢6 hoat tinh, chuyén thanh dang c6 hoat tinh nho méi truong
acid ¢ 1€ bao vién thanh da day.

[Duge ding hoc]

Esomeprazol hap thu nhanh sau khi udng, dat néng do cao nhat trong huyét tuong sau 1 dén 2
gi0. Sinh kha dung ctia esomeprazol ting 1én theo liéu dung va khi dung nhic lai, dat khoang 68% sau khi
ding liéu 20 mg va 89% khi dung liéu 40 mg. Thire dn lam cham va lam giam hép thu esomeprazol, dién
tich dudi duong cong (AUC) sau khi udng 1 lidu duy nhét esomeprazol 40 mg vao bira an so voi e doi
giam 1 33% dén 53%. Do do phai udng esomeprazol it nhit 1 gio trude bira in,

Khoing 97% esomeprazol gan vao protein huyét twong. Thé tich phan b khi nong do thube on
dinh ¢ nguoi tinh nguyén khoé manh 14 16 lit. Thude chuyén hoa chu yéu & gan nho isoenzym CYP2C19,
h¢ enzyme cytochrom Pyso, thanh cac chét chuyén hoa hydroxyl va desmethyl khéng con hoat tinh. Phin
con lai duge chuyén hod qua isoenzym CYP3A4 thanh esomeprazol sulfon. Khi duge dung nhic lai,
chuyén hoa bude dau qua gan va do thanh thai cta thude giam, c6 thé do isoenzym CYP2C19 bi (ic ché.
Tuy nhién, khéng ¢6 hién tugng tich luy thube khi ding méi ngay 1 1an. O 1 s6 ngudi vi thidu CYP2CI19
do di tuyén (15 - 20% ngudi chiu A), nén lam chim chuyén hoa esomeprazol, dan dén gia trj AUC tang
cao khoang 2 1an so voi nguoi cd di enzyme. Nua doi thai tror trong huyét tuong 1 — 1,5 210. Khoang
80% licu uéng dugc thai trir dudi dang cac chit chuyén hoa khéng c¢6 hoat tinh trong nude tiéu, phin con
lai duge thai trir trong phan. Dudi 1% chat me dugce thai trir trong nude tiéu, O nguoi suy gan nang, gia tri
AUC ¢ tinh trang 6n dinh cao hon 2 — 3 dn so v&i ngudi ¢o chire ning gan binh thuong, vi vy phai giam
licu esomeprazol & nhitng nguoi bénh nay, liéu diing khong qua 20 mg mét ngay.

[Chi dinh|
Trao nguge da day- thuc quan:
- Diéu tri va viém thuc quan trao nguoc.
- Diéu tri duy tri viém loét thuc quan trao nguoc ngan nglra tai phat.
- Di€u tri tri¢u chimg bénh trao nguoce da day- thyc quan.

Diéu trj va du phong loét da day t4 trang do H. Pylori.

Phong va diéu trj loét da day — ta trang do diing thude chéng viém khong steroid.

Hoi ching Zollinger — Ellison,

[Licu lwgng va cach dung|

‘ Udng it nhét 1 gio truge khi an. Phai nudt ca vién, khong duge nhai hay nghién khi dung thude.
Li¢u dung cho ngwoi lon:
Picu tri beénh trao nguoc da e

v - thuc quan néng cé viem thuce quen:
'Udng moi ngdy 1 lan 40 mg trong 4 tuin. 6 thé uong thém 4 tuan nita néu van con triéu chimg
hodc bicu hién cua viém qua noi soi.

IA Y
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Diéu iri lodt da déy — td trang cé Helicobacter pylori:
Esomeprazol 1a mot thanh phan trong phdL do diéu tri cunU v01 khang smh vi du

fr\,;
(Amoumlm mdi ngay 1,0 g, ngay 2 Ian va clamhlomvcm mdi lan 300 mg, ngay 2 lan trong® g
ngay).

Diéu tri duy tri sau khi da khoi viem thuc quan; Piéu tri triéu chimg bénh trao nguoc da day- thiee quan;
Dy phong loét da day ¢ nhitng nguoi cé nguy co cao vé bién chimg ¢ da day — td trang, nhung cé yéu
cdu phdi cé ttep tuc diéu tri bang thuéc chong viém k!zong steroid: Diéu tri bénh trao ngugc da day - thic
qucn ¢é triéu chitmg nhimg khéng bi viém thuc quan; Piéu tri loét da day do dimg thuoc chong viém
khdng steroid:

Nén dung ham lugng 20 mg dé tién cho viéc phan lidu.

Diéu tri héi chimg Zollinger — Ellison:

Tuy theo ca thé va mic d6 ting tiét acid cta dich da day, liéu ding mdi ngay cao hon trong cac
truong hop khae, dung 1 lan hodc chia lam 2 lan trong ngay. Khi triéu ching da kiém soat duoe, ¢6 thé
ding phau thuat dé cat u. Néu khong cét bo u duoe hoan toan, phai diing thude lau dai.

Neuwoi suy gan:

Khong can phai giam li¢u & ngudi suy gan nhe va trung binh. Suy gan ning c6 thé cin nhic ding
20 mg mot ngay.

Nguoi suy than

Khéng cin phai giam liéu & ngudi suy than nhung thin trong & ngudi suy than nang vi kinh
nghiém sir dung & nhiing bénh nhan nay con han ché.

Dai tiwong khdc }

Khong can phﬁi giam liéu & nguoi cao tudi. :

Tré em > 12 tudi ¢6 thé dung lidu nhu ngudi 1on.

Do an toan va hiéu qua cua esomeprazol dung dudng UonU dé didu tri ngin tran bénh lldO nguoc
da day-thuc quan & tré dudi | tudi hodc dung trong cac truong hop khac chua duoc xéc lap.

[Than trong]

Trude khi dung thude (e ché bom proton, phai loai trir kha nang ung thu da day vi thude cd thé
che Iflp tricu chirng, lam cham chan doan ung thu. Thén trong khi ding ¢ nguoi mic bénh gan, phy ni ¢
thai hodc cho con ba.

Dung esomeprazol kéo dai co thé gay viém teo da day hoic ting nguy co nhiém khuan (nhu viém
phdi mic phai tai cdng dong).

Nhiém tring dudng tiéu hod: Didu tri bdng:, thude e ché bom proton ¢6 thé lam ting nguy co
nhiém tring dudng tiéu hoa nhu Salmonella va Campylobacter, ting nguy co tidu chay do Clostridium
difficile.

Giam hép thu vitamin B12: Esomeprazol ¢6 thé lam giam hép thu vitamin B12 (cyanocobalamin)
do giam tiét acid dich vi. Can xem xét trén bénh nhan diéu tri lau dai voi esomeprazol.

Khi ding cac thude tc ché bom proton, dic bi¢t khi dung liéu cao va kéo dai (> 1 nam), ¢o thé
lam ting nguy co gdy xuong chdu, xuong ¢ tay hoic ¢ot sng do loing xuong. Co ché ciia hién tuong
nay chua duoe giai thich, nhung c6 thé do giam hap thu calci khong hoa tan do ting pH da day. KI]U)E.H

céo ding liéu thap nhét c¢6 tic dung trong thoi gian ngfin nhit cé thé, phu hgp véi tinh trang lam sang.
Nhing bénh nhédn ¢ nguy co giy xuong do loing xuong nén dung du calci va vitamin D, danh gia tinh
trang xwong va quén ly theo hudng dan.

Ha magnesi huyét (c6 hodc khong c6 triéu chiimg) hiém khi gdp & nguoi bénh diing thude Grc ché
bom proton kéo dai (it nhit 3 thang hodc trong hau hct cac truong hop ding kéo dai trén 1 nam).

Sucrose: Bénh nhén co cdc van dé vé di truyén hiém gip nhu l\hong dung nap fructose, giam Im
thu glucose-galactose hodc thiéu hut sucrase-isomaltase khong nén dung thube nay.

Anh hudng két qua xct nghiém: Tang mic Chromogranin A (CgA) ¢o thé gay tro ngai cho viée
phat hién cac khéi u than kinh. Dé tranh su can thiép ndy, nén ngtmg diéu tri esomeprazol it nha[ 5 ngay
trude khi do CgA.

Lupus ban d6 ban cép da: Lupus ban do da duoc béo céo trén cdc bénh nhan str dung thude tre ché
bom proton bao gdm ca esomeprazol. Sy khoi phat thuong xdy ra trong vong vai ngay sau khi bat dau
dlcu tri & ca bénh nhan tir tré dén ngudi gia. Tricu chimmg ha) 2ap la phat ban, tuy nhién dau khép va giam
t¢ bao méu ciing da duoc béo cio.

[Truong hop co thai hoiic clio con ba]

Thm ky mang thai: Chua c6 nghién ciru ddy dui khi ding esomeprazol & ngudi mang thai. Trén

dong vit, chudt cong triing udng esomeprazol liéu 280 mg/ kg/ ngdy (gap 57 lan lidu dung trén ngudi tinh

.;%9; ”hC‘% o
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theo dién tich bé mat co thé) va thd uong liéu 86 mg/ kg/ ngay (gép 35 lan lidu dung tleh% qubtu N qm |=
dién tich bé mat co thé) da khong thdy bang chimg vé suy giam kha nang sinh san hoa /
nhi do Lsomeprazol Tuy nh]cn clu sur dung esomeptazol k]‘ll that can thiét trong thoi kyt

nhién da do dugc ndng do cla omeprazol trong stia cta phu nir sau khi ubng 20mg om TepFazol.
Esomeprazol c¢o kha nang g dy ra cac tac dung khong mong mudn nghiém trong ¢ tré b me, vi vily phai
quyr.t dinh ngirng cho con bu hoiic nglmg thude, tuy theo tim quan trong cua vig¢e dung thude dbi véi
nguoi me.

[Tac dong d6i véi kha ning lii xe va van hanh may moc)

Than trong khi dunu thude khi 1ai xe va van hanh may moc vi thube cé thé gay chéng mat, dau
dau.

[Chéng chi dinh]

Qua man cam voi cac thude do te ché bom proton hodc qui man cam véi bat ky thanh phéan nao
clia thude.

Chéng chi dinh phdi hop esomeprazol véi nelfinavir. ( Z_~
[Twong tae thuoc]

Do trc ché bai tiét acid, esomeprazol lam tang pH da day, anh huéng dén sinh kha dung ciia ¢4
thude hip thu phy thude pH: thoconazo! mudbi sit, digoxin.

Esomeprazol tuong tac duoc dong hoc vai cic thudc chuyén héa béi hé enzym cytochrom P450,
isoenzym CYP2C19 & gan.

Diing dong thoi esomeprazol voi cilostazol lam ting ndng dé cilostazol va chat chuyén héa co
hoat tinh ctia n6, xem xét giam liéu cilostazol.

Dung ddng thoi esomeprazol véi voriconazol ¢6 thé lam tang tlep xue voi esomeprazol hon gip 2
lan, xem xét & nhitng bénh nhén ding lidu cao esomeprazol (240 mg/ngay) nhu khi diéu tri hdi ching
Zollinger - Ellison.

Diing esomeprazol vai cace thude gay cam tmg CYP2C19 va CYP3 A4 nhu rifampin lam giam
ndng do esomeprazol, tranh ding déng thoi.

Co thé tang nguy co ha magnesi huyét khi ding esomeprazol cung cac thude ciing gdy ha
magnesi huyet nhu thude 1o tiéu thiazid hodc loi tiéu quai. Kiém tra ndng dd magnesi trude khi bat dau
dimg thude tic ché bom proton va dinh ky sau do.

Alazanavir: C6 thé lam thay ddi su hap thu khi udng atazanavir, lam giam nong do thude nay
trong huyét twong, ¢6 thé lam giam tac dung khang virus. Khéng nén dung dong thoi tlwoc Ge ché bom
prolon va atazanavir.

Clop1d00rel Ding ciing thude tre ché bom proton lam giam ncmcr do trong huyét twong ctia chat
chuyén hoa ¢6 hoat tinh cta clopidogrel, lam giam tac dung khang tiéu cau.

Digoxin: Ha magnesi huyét do dung kéo dai thude tic ché bom proton lam co tim ting nhay cam
voi digoxin, ¢6 thé 1am ting nguy co ddc véi tim cua digoxin, O nguoi bénh dang dung digoxin, kiém tra
nong do magnesi trude khi bit dau dang thude te ché bom proton va dinh ky sau do.

~ Sucralfat: tre ché hip thu va lam giam sinh kha dung cua thude e ché bom proton. Dung cac
thude (re ché bom proton it nhat 30 phat trudge khi dung sucralfat.

Tacrolimus: Tang ndng do trong huyét thanh cua tacrolimus.

Warfarin: Tang INR va thoi gian prothrombin khi ding warfarin ddng thoi voi thude tic ché bom
proton. ¢o thé gdy chay mau bit thuong va tir vong. Theo dbi INR va thoi gian prothrombin khi ding
dong thai esomeprazol va warfarin.

Dung ddng thoi esomeprazol va clarithromycin lam ting néng dé esomeprazol va 14-
hydroxyelarithromyein trong mau.

Ding ddng thdi esomeprazol va diazepam lam giam chuyén héa diazepam va ting ndng do
diazepam trong huyet tuong.

Chat (rc ché protease: Esomeprazol di duge bao cdo tuong tac véi mot s6 chit trc ché protease.
Ting pH da day trong diéu tri esomeprazol ¢6 thé lam thay déi su hép thu cta chit tc ché protease. Cic
co ¢hé tuong tac khac ¢o thé xay ra 1a do tc ché CYP 2C19. Dbi véi atazanavir va nelfinavir, nong do
huyét thanh giam da duoc bio cdo khi ding y phoi hop véi esomeprazol. Do dé khuyén céo l\howT nén
ding phdi hop.

Doi voi saquinavir (k\él hop cling véi ritonavir), da ¢ bao cao vé su gia tang ndng do huyét thanh
(80-100%) trong thoi gian di¢u trj cting v6i esomeprazol (40 mg / ngay).

Methotrexat: Khl dung cing voi PPI, nong do methotrexat di duoc ghi nhan ting & mét sb bénh
nhan. Trong didu tri bing methotrexat lidu cao, nén tam thoi ngtrmg sir dung esomepmzol
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Phenytoin: Dung dong thoi esomeprazol 40 mg lam ting ndng do phenytoin tr
1én 13% & bénh nhdn dong kinh. Can theo ddi ndng do phenytoin trong huyét tuong %
esomeprazol. C_-

Cisaprid Diing dong thai esomeprazol 40 mg lam tang 32% di¢n tich dudi dm‘)ng cB
kéo dai thoi gian ban thai nhung khong lam tang dang ké ndng do dinh plasma cua cisaprid. K
kéo dai mot it néu ding C|s1pr1de riéng 16, khong kéo dai thém khi dung cisaprid phdi hop voi
esomeprazol.

[Tac dung khong mong mudn|

Nlun chung, esomeprazol dung nap t6t ca khi sir dung trong thoi gian ngin hodc trong thoi gian

dai.
Thong gap, ADR > 1/100

Toan than: Pau déu, chong mat, ban ngoai da.

Tiéu hoa: Budn non, nén, dau bung, tidu chay, tio bon, diy hoi, khd miéng.
It gap, 1/1000 < ADR , 1/100

Toan than: Mét moi, mat ngd, budn ngi, phat ban, ngira. rdi loan thi giac.
Hiém gap, ADR, 1/100

Toan than: Sot, dd mo hoi, phu ngoai bién, man cam vai anh sang, phan tng qua man (bao gom
may (lay, phu mach, co thit phé quan, sbc phan vé).

han kinh trung uong: kich dong, tram cam, 10 l'm ¢6 hoi phuc, 4o giac ¢ ngudi mic bénh ning.
llu)et hoc: chimg mat bach cau hat, giam bach cau, giam tiéu céu.

Gan: Tang enzym gan, viém gan, vang da, suy chiic ning gan.

Tiéu hoa: Réi loan vi giac.

Co xuong: dau khép, dau co.

Tiét niéu: viém théan ké.

Da: Ban bong nudc, hdi chirng Stevens - Johnson, hoai t biéu bi nhiém doc, viém da.

Do lam giam dd acid ciia da day, cac thude (rc ché bom proton ¢é thé lam ting nguy co nhiém
khudn & duong tiéu hoa.

[Qua lidu]

Chura ¢6 bao cdo vé viée qua licu esomeprazol & ngudi.

Hudng din cach xir tri ADR: Phai ngtmg thude khi ¢6 biéu hién tac dung khong mong mudn.

Khong cé thude giai doc dac hiéu cho esomeprazol. Chu yéu diéu trj triéu ching va hd trg. Tham
tach mau khéng cé tac dun" ting thai trir thude vi thude gan nhiéu vio protein.

[Dong goi] 10 vién/vi x 3 vi/hdp

[Han dang] 24 thang ké tir n 0dy san Xuét.

[Bio quin] Bao quan noi kho, mat ¢ nhi¢t do dudi 30°C, tranh anh sang.
[Ti¢u chuin] Nha san xuit

Nha sin xuét
KWALITY PHARMACEUTICAL PVT. LIMITED.
Nag Kalan, Majitha Road, Amritsar, Punjab, An D§
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