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sodium id 1N and/or hydrachlodic add |N and water fof injectians.
Indications, mmamd-caﬂuns. dosage and administration, side-effects: Please see package insert.
Do not store above 30°C. Keep the vial In the outer carton to protect from light,
Single use only. Read the packaga leaflat before use. Keep out of reach and sight of children,
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Thudc bot va dung méi pha tiém

PHARMACEUTICAL INDUSTRY

40mg

OMOEI:TROL@

natri ydraxide TN va/hodc hydrochlaric acid 1M vi nude pha tiém.
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Mdi lo dhida: 42,6 mg Omeprazole natri tuong duong wi 40 mg Omeprazoie.
Té duoc: Natrl hydroxide 1N vita di 6 chinh pH. M3i Sng dung mal chdda: Macrogol 400, citric acid monchydrate,

Chi dinh, chéng chl dinh, lids ding, cich ding, the dung phu va cde thang tin khde: xin doe trang té hudng din
sif dyng kém theo, Bdo quén dudi 30°C. Gid lp trong bao bi géc tranh dnh sing,
Chi diing 114n. Dgc kf huséng din st dyng trséc khi disng. DE xa tm tay tré em.
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Omeprazole

1 vial & 1 ampoule

DEMO S.A.

Powder and Solvent for Solution for Injection

For intravenous administration

I\ PHARMACEUTICAL INDUSTRY -mail: cmophar@otenet gr
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MOCETROL
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“MOCETROL 20mg omeprazote

Tiém tinh mach / For i.v. administration. d
Mai lo chifa: 42.6 mg Omeprazole natri tuong duong vi i
| 40 mg Omeprazole. Pha loang vdi dung méi di kem. .
| Each vial contains: 42.6 mg Omeprazole sodium equivalent 3
to40mg Omeprazole. Reconstitution with the solvent enclosed.

DEMO S.A. prarmaceuTicaL iNDusTRY “
. 21 Km National Road Athens-Lamia 145 68 Krioneri, Greece / Hy Lap. BT; +30 210 8161802 « Fax: +30 2108161587

e-mail: demd phar@otenet. gr
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10 ml B
SOLVENT FOR
MOCETROL 40mg

Dung mai hoa tan bét dong kho
Solvent for the reconstitution
of the lyophilized powder

SEKSX/ HD/
Batch no: Exp. Date:

DEMO S.A. GREECE
Pharmaceutical Industry
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Rx Thudc bén theo don
Doc kjy hudng dén sie dung trude khi dimg
Néu cdn thém théng tin, xin héi Y kién béc s

MOCETROL

OMEPRAZOL
Thudc bot va dung méi pha tiém 40 mg/lo

Tén thuéc: MOCETROL, 40 mg/lo Z
Hoat chét: Natri omeprazol

Thanh phin va ham hrong

MOCETROL 40 mg/lo
Natri omeprazol 42,6 mg
Tuong duong omeprazol ]' 40,0 mg

Ta duoc:

Lo thudc bot: natri hydroxide 1 N (diéu chinh pH)

Ong dung mdi: Macrogol 400, citric acid monohydrate, natri hydroxide 1 N va/hosc acid hydrochloric
1 N va nudc cét pha tiém

Dang bao ché
Thudc bt va dung mdi dé pha tiém.
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Cic dac tinh 1am sang
= . A .

68 ATHENS. G
Chi dinh diéu trj TEL *301108161392 FAX:
e Bénh loét ta trang

e-mail: dclnophar@+JO'2IO.816]587
e Bénh loét da day lanh tinh

Olent‘t.gr
¢ Bénh trao nguoc dich da day — thuc quan
e Du phong hit phai acid trong khi gy mé toan than do céc chi dinh diéu trj khéc.

Liéu lwrong va cach dung
Dung dudng tinh mach

Trong trudong hop khong thé dung dudng uéng, MOCETROL liéu 40 mg duge ding dudng tinh mach
bing céch tiém tinh mach nho giot (trong it nhét 2,5 phut) hoac truyén tinh mach trong 20-30 phut.
Két qua ctia viéc tiém tinh mach MOCETROL lam giam acid néi sinh trong da day ngay 1ap tic, giam
trung binh khoang 90% trong 24 gio.

Pé pha dung dich tiém tinh mach Omeprazol, chi dugc sir dung dung méi kém theo trong hop. Sau khi
pha loéing, tiém vdi tdc d6 cham trong it nhét 2,5 phit va toc d6 ti da 12 4 ml/phut.

Dung dich sau khi pha phai dugc dung trong vong 4 gio.
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Du phong hit phai acid

Trong trudng hop du phong hit phai acid, dudng tinh mach thuéng dwoc dung nhidu hon, do dé thude
tiém MOCETROL 40 mg nén ding dudng tinh mach trudc khi phiu thuat 1 gid. Néu tri hoan phiu
thudt hon 2 gid nén tiém thém mot liéu vao tinh mach.

Trong truong hop suy thin

O nhitng bénh nhan bi bénh than, khong cin hiéu chinh lidu

Trong trudng hop suy gan:
Vi sinh kha dung va thoi gian bén thai trong huyét tuong clia Omeprazol ting & bénh nhan suy gan,
chi can ding lidu hang ngay 20 mg.

Tré em

Sur an toan va hiéu qua cua viée diéu tri Omeprazol cho tré em chwa dugce chimg minh.

Neudi gia ]
Khéng can hiéu chinh lidu & ngudi cao tudi. _

Chéng chi dinh
Khéng nén ding cho bénh nhin qué man cim véi MOCETROL hodc c4c thanh phan khéc ciia thudc.

Canh bao dac biét va than trong khi dung
Truée khi dung omeprazol cho ngudi nghi ngo bi loét da day, phai loai trir kha nang bi u ac tinh vi khi
diéu tri véi Omeprazol ¢é thé 1am giam triéu chirmg va 1am cham tré viéc chén doan.

Twong tac v&i cac thude khac va cdc dang twong tic khac

Vi Omeprazol duge chuyén héa & gan, do d6 ¢6 thé 1am cham thai trr diazepam, R-warfarin va
phenytoin. Can theo d&i cac bénh nhan dang dung warfarin va phenytoin, va néu can thiét thi phai
giam liéu. Tuy nhién, diéu trj ddng thoi véi 20 mg omeprazol mdi ngay khéng 1am thay d6i ndng do
phenytoin trong mau ctia bénh nhan dang diéu tri lién tuc véi thube.

Ciing gidng nhu phenytoin, diéu tri ddng thoi véi omeprazol 1iéu 20 mg mdi ngay khong lam thay dbi
thoi gian déng mau cia bénh nhan dang diéu tri dai han voi warfarin.

Omeprazol khong tuong tac vai propanolol, metaprolol, theophyllin, lidocain, quinidin va amoxicillin.
Pi ¢6 béo céo vé tuong tac cua Omeprazol vdi céc thude khéc dugce chuyén hoa & Cytocrom Pysp ( vi
du nhu cyclosporin, disulfiram va benzodiazepin).

Piéu trj ddng thdi Omeprazol va clarithromycin 1am ting ndng d6 cta ca hai thudc nay trong mau.

Phu nir ¢6 thai va cho con bu

Khong c6 két qua tir cac nghién ciru 14m sang duoc kiém soét cho thdy tic dung phu ciia Omeprazol
ddi véi phy nir ¢6 thai. N6i chung nén tranh st dung Omeprazol va chi nén ding sau khi d& can nhic
loi ich cho me va nguy co tiém tang di véi strc khoe thai nhi/ tré so sinh.
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Chua duge biét MOCETROL c6 duoc bai tiét qua sita me hay khong, do d6 néu cén thiét phai ding
thude cho me, tét hon nén ngimg cho con bi.

Anh hwing dén kha ning l4i xe va vin hanh may mée
Khong r6 vé viéc thude ¢6 anh huéng 1én kha nang 14i xe hodic van hanh may méc.

Téc dung khéng mong mudn

Thudc dugc dung nap 6t va céc tic dung khéng mong mudn thudng nhe va dd duge giam bét. Céc
tridu chimg sau ddy da duoc quan sat thdy trong cac nghién ciru 1am sang, hodc duge béo cdo trong
qué trinh sir dung binh thudng. Trong nhidu trudng hop khéng chimg minh dugc mbi quan hé nhén
qué gifra c4c tc dung phu va viéc diéu tri biang MOCETROL.

Da

Hiém gap: ngoai ban, phét ban va/hodc ngira. Cac trudng hop c4 biét ¢é thé nhay cam véi 4nh séng,
héng ban da dang, hoi chirng Stevens-Johnson, hoai tir biéu bi do nhim doc (TEN), héi.

Hé co xuong
Pau khép, yéu co va dau co E o

Hé than kinh trung wong va ngoai bién

Hoa mit, thay ddi xtic gidc, budn ngii, mat ng va chéng mit. Lt 1dn ¢ hdi phuc, lo 4u, kich dong,
trdm cam va 4o gidc, chi yéu & ngudi bénh ning

Duong tiéu hoa

Tiéu chay, tdo bén, dau da day, budn non/ nén, va tang ching day hoi. Trudng hop ca biét: khd miéng,
viém miéng, nhi®m nim candida trong dudng tiéu hoa.

Trong qua trinh didu tri kéo dai, tang tin s& cac khdi u biéu mé tuyén da day (gastric adenous polyp).
Nhimng kh6i u nay lanh tinh v tr lai binh thudng sau khi ngung didu tri.

Gan
Tang men gan, kém tang hodc khoéng tang bilirubin. Trong cdc trudng hop cé biét, cod thé gap bénh nio
& nhitng bénh nhan trudc d6 méc bénh gan nang, viém gan ¢ hogc khong c6 vang da, suy gan.

Tuvén néi tiét
Truomg hop cé biét: vii to & dan ong

Huvét hoc

Giam bach cau, giam tidu cdu, mat bach cdu hat va giam toan bd cac té bao mau.

Khdce

Tinh trang khé chiu. Trudng hop c4 biét: phit mach, nhin mo, rdi loan vi gi4c, ting tiét md hoéi, giam
natri mau. Phan Umg qua mén nhu: ndi mé day, phi mach, sbt, co thét phé quan, viém than k& va séc
phan vé.

(U]
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Tén thuong thi gidc khéng hdi phuc dugc di dugce ghi nhan trong mot sé rét hiém trrong hop bénh
nhan méic bénh trdm trong diing Omeprazol theo duong tinh mach, déc biét ¢ lidu cao, nhung khong
x4c minh duge mdi quan hé nhén qua giira viéc dung thude va bién ¢ ngoai ¥ nay.

Trong cac nghién ctru 14m sang cé phac dd didu tri véi lidu gép d6i hodc gdp ba dé diét trir Pylori
Helicobacter, viéc tang tac dung phu dd dugc bao céo khi dung don ddc omeprazol, ngoai ra con lam
rbi loan vi giac va mau sdc clia ludi.

Qui liéu

Khéng c6 théng tin lién quan dén hau qua cta viéc diing qué lidu omeprazol dbi véi bénh nhén va do
d6 khong thé dua ra cac hudng dan cu thé.

Liéu ubng dén 160 mg/ 1an va tdng lidu hang ngay dén 360 mg duoc dung nap tét.

Cac dac tinh dwoc ly %

Duge lwe hoe

Mi ATC: A02BCO01

MOCETROL lam giam tiét acid da day théng qua mdt co ché tac dung duy nhét. Pay 13 chét Gc ché
ddc hiéu bom proton & té bao vién cia da day, ¢6 tac dung kiém soét viéc tiét acid da day nhanh va c6
hdi phuc, véi liéu mét 1an mdi ngay.

Ubng 20 mg Omeprazol mot lan/ ngay gdy trc ché nhanh chéng va tich cuc sy tiét acid da day va dat
tac dung t6i da sau 4 ngay diéu tri. Liong acid trong dich da day do trong 24 gior dbi véi cic bénh
nhén bj loét ta trang, n6i chung giam 80% khi ding liéu 20 mg, va giam tiét acid tdi da sau khi kich
thich pentagastrin trung binh 13 khoang 70% trong 24 gid sau khi diing lidu nhur trén.

Sau khi diing dudng tinh mach 40 mg omeprazol, ¢6 sur giam tiét acid da day trung binh 89%.
Helicobacter pylori ¢6 lién quan t&i bénh loét dudng tiéu héa, bao gdbm loét da day va
loét ta trang. Khoang 95% bénh nhan bi loét da day va khoang 70% bénh nhan loét ta trang do nhiém
vi khuan Helicobacter pylori.

Helicobacter pylori la mét trong nhitng nguyén nhéan chinh gdy viém da day.

Helicobacter pylori di dugc chimg minh gép mot phén trong sy hinh thanh ung thu da day.
Omeprazol ¢6 tac dung diét vi khudn Helicobacter pylori trong in vitro.

Diét Helicobacter pylori bang omeprazol va cac khang sinh khéc cho két qua 1a cac trigu chirng bién
mét nhanh chéng, lanh vét loét niém mac nhanh chéng, va thuyén giam bénh loét lau dai.

Do d6 lam giam xudt huyét dudng tidu héa va sy cén thiét phai diéu tri tiét acid lau dai.

Omeprazol 14 mét chat kiém yéu, duoc ¢b dic va bién ddi thanh dang c6 hoat tinh trong méi trudng
acid cua kénh ndi bao trong té bao vién da day, tai day thudc Gc ché enzyme H™ K ATPase (bom
proton).

Téc dong nay, tirc 1a vao budc cubi ciing ctia qué trinh san xuét acid da day phu thudc liéu va cé tic
dung trc ché ca su tiét acid co ban 14n tiét acid do bi kich thich, bt ké do téc nhan kich thich nao.
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Omeprazo} khdng cé tac dung 1&n thy thé histamin hay thu thé acetylcholin va khéng cé anh hudng
dang k& v& 14m sang trén duoc luc hoe dwoc nhin thiy trir tAc dung ctia omeprazol trén su tiét acid.

Dwoe dong hoe

Sau khi tiém tinh mach, néng d6 cua omeprazol giam dén theo ham s mii. Omeprazol gin v&i protein
huyét tuong khoang 95%.

Th&i gian ban thai trung binh ctia pha cudi cling trong dudng cong ndng dd huyét trong theo thii gian

sau khi tiém tinh mach omeprazol 1a khoang 40 phut. Khéng cé sir thay dbi thdi gian ban thai trong
qua trinh diéu trj.

Sy (re ché tiét acid ¢6 lién quan dén dién tich dudi dudng cong (AUC) va khéng lign quan dén ndng d6
thuc cha thude trong huyét twong tai mot thei diém nhét dinh.

Omeprazo! hdu hét duge chuyén héa hoan toan tai gan. Cac chit chuyén héa cu thé ciia Omeprazol
trong huyét twong 13 sulfon-, sunphide- va hydroxy-omeprazol. e
K}}ﬁn g tim tpéy chét chuyén héa ndo c6 tac dung lén viéc jciét acid da day. ’ 1 ‘ }
Gan 80% ligu tiém tinh mach duoe thal trir vao nde ti€u dudi dang chit chuyén hoa, phin con lai
theo phan. Hai chét chuyén héa chinh cia omeprazole trong nude tidu 1a hydroxyomeprazol va acid
cacboxylic tuong img.

Sinh kha dung toan than ctia omeprazol khong thay ddi & nhitng bénh nhén bi suy chire nang than.

Dién tich dudi dudmg cong thé hién ndng dd ciia thube trong huyét tuong theo thét gian, ting & nhiing

bénh nhén bj i loan gan, ma khong anh huéng dén tong lirong omeprazot.

An toan tién 14m sang

Tang san té bao ECL da day va cac hach c6 dang ung th (carcinoid), d4 duge quan sét thay trong cac
nghién ciru dai han & chudt cdng duge didu tri véi omeprazol hodc bi ¢it bd mét phan day da day.
Nhitng thay dbi nay 13 két qua gidn tiép cia viée duy tri ndng dé gastrin trong mau cao dé fic ché tiédt
acid dich vi, va khong do anh hudmg truc tiép cna bt k¥ loai thuée ndo.

(J nhitng bénh nhan dang dugc diéu tri bing omeprazol trong thoi gian 18n dén 5 nim, & duge bao céo
khong co thay déi niém mac da day do diéu tri bing omeprazol.

Pic tinh dwge hoe
Twong ky
Chua dugc biét

Han dung
Lo nguyén: 24 théng ké tir ngdy san xudt
Dung dich sau khi pha: 4 gio

Thén trong dic biét trong bdo qudn
Bao quan dudi 30°C, trong bao bi gbc.
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Quy cach dong goi

Hop carton gém 1 lo thuy tinh trong subt, loai I, chira 42,6 mg natri omeprazol, c6 nit cao su
bromobutyl mau xam, nip polypropylene mau tring véi khung nhom bao ngodi va éng thuy tinh
(OPC) trong subt, loai I chira dung méi dé tiém tinh mach, dung trong mot khay nhya.

Hwong din sir dung va xir Iy thube

Thong tin chung:

Dung dich tiém omeprazol dugc pha ché bing céch hoa tan bot déng khd vao 10 ml dung mdi trong
6ng kém theo. Su dn dinh clia omeprazol phu thudc vao pH ciia dung dich va dé dam bao dd pH thich
hop ctia dung dich pha tiém, phai sir dung hét 10 ml dung mdi kém theo.

Bot dong kho pha tiém truyén chi duge pha lodng trong 100 ml dung dich natri chloride hay 100 ml
dung dich tiém truyén dextrose 5%. Khéng dung cic dung dich khac dé pha dung dich omeprazol tiém
truyén.

Huéng ddn céch pha dung dich
Chu y: céc bude tir 1 dén s phai duoc thyuc hién theo trinh ty lién tuc. %

1. Dung mot éng tiém rat 10 ml dung mdi tir 5ng dung méi.

2. Thém khoang 5 ml dung mdi vao lo chira omeprazol dong kho.

3. Rat khong khi cang nhiéu cang tdt tir lo vao éng tiém dé giam ap sudt duong giup thém phén

dung mdi con lai dé dang hon.

4. Thém dung mdi con lai vao lo dé sir dung toan bd lwong dung mdi (10 ml).

5. Trude khi tiém, xoay va lic lo d¢& dam bao hda tan toan bé lugng bot dong khd omeprazol.
Dung dich tiém d pha duoc bao quan & nhiét d6 dudi 25°C va nén sir dung trong vong 4 gid sau khi
pha.

Dung dich pha loing dé tiém truyén duoc bao quan & nhiét d6 dudi 25°C, tranh anh sang va nén ding
trong vong 12 gi¢ sau khi pha loang trong dung dich natri chloride va trong vong 6 gid sau khi pha
lodng trong dung dich dextrose 5%.

Tiéu chuan: Nha san xuat

Théng bdo cho bdc sy vé cdc téc dung khéng mong mudn gdp phai khi ste dung thudc

Dé xa tam tay tré em!

Nha san xuét va Chia s& hiru gidy phép liru hanh

DEMO S.A.

pharmaceutical Industry

21 km National Road Athens-Lamia, 14568 Krigqgl;i; Hy Lap
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