https://trungtamthuoc.com/




https://trungtamthuoc.com/

OHMdIND

bwpz sjozesdawcy

HWO"DV

Beup wouduras

@ Thube ban heo don

AG-OM E

Omeprazol 20mg

.. thang L\, nam =515
BIAM DOC

G0, Quan L Y Chat Luong
Gmiﬂ““““ 'a 7



https://trungtamthuoc.com/

LM )

MAU NHAN THUOC

LM U] O30 mIn A Non




https://trungtamthuoc.com/

HUGONG DAN SU DUNG THUOC CHO NGUOT BENH

R* AG-OME"

Thube bin theo don H

Doc ki hrimg diin sir dyng trde khi ding
Dé xa thm tay tré em

Thing bio ngay cho bic s§ bode duwge s§ nhimg tic dyng khing mong mubn gip phii khi sir dyng thube
Khing dimg thude qua thii han sit dyng ghi trén nhin

Thanh phin: Cong thire cho | vién:

Omieprazol MBENEST .immieirisrsias st o ss ereressreress SUGINE
(teomg diromg Omeprazol .. 20ME)
Th duge vira dii.............. P Y 1]

(Microcrystallin cellulose, Crospovidon, Magnesi stearat, Methacrylic acid copolymer, Hydroxypropyl
methyleellulose, Titan dioxid, Tale, Polyethylen glycol 6000, Polysorbat 80, Oxyvd sit diy).

M@ i sin phim: Vién nén dii, bao phim mau hing.

Quy cich ddng gbi: Hjp 3 vi x vi 10 vién nén bao tan trong il

Thube dimg cho binh gi:
Thude ndy chim omeprazol diing cho ciic bénh sau :
Ting tiét ncid dich vi.
Bénh trio nguge da day-thye quin,
Bénh loét di diy-th tring.
H{i chimg Zollinger-Ellison,
Phong vi didu trj loét do thude chdng viém khong steroid,
Phéi hop thude khac 88 dift vi khudn Helicobacter pylori.
Bic 5§ cling ¢6 thé ¢hi dinh diing thube ndy cho cde bnh khng duge 1i§t ké trén diy.

Nén diing thube niy nhir thé nio vi licu lugng:

Licu ding vi cich ding:

Cch ditng:

Neén diing omeprazol vao budi sdng tnde khi n | gir vi ubng nguyén vién thude vii nude, Kiding nén nhai,
Liéu ding:

Liéu ding va théri gian ding thude tiy theo tinh trang bénh cia ban, Ludn ludn ding thude ding nhw bac
5§ di lnrémg din, Khang nén ubng thude vai sd luong nhiu hom hode it hom hodic liu hon so vai litu chi
dinh.

Khi nio khong nén ding thude nay:
Min cim véi omeprazol vi céc thanh phin cda thube.
Khong ph6| hop v nelfinavir, athzanavir.

Tihe dyng khing mong mudn (ADR):
Omeprazol dung nap tdt vi che the dyng khdng mong mudn trong a8i it gap, thwdmg Kok tinh vi 6 hi
phye.
- Thaimg gdp: Nhire div, bubn ngd, chong mat, tiéu chiy. budn ndn, non, dau bung. tdo bén, nrmg

byung.

- fr gap: Mit ng, rdi logn cm gide, mét moi, may day, ngira, ndi ban,

- Hiém gap: Do md hdi, phit ngogi bién, sit phin v§, gidm bach chu, gidm tidu chu, gidm todn b cio
dong té bio mau, mit bach ciu hat, thidu méu tin huyg tw mién, gidm natri méu, gidm magnesi mau, 16
1in c6 hdi phye, kich adng, trim cim, ohiém nim Candida, khé migng. dau khap, dau co.

Cic chit e ché bom proton ¢6 the lim ting nguy co nhiém khudn dudmg tidu héa do tic dung irc ché 1iét
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acid dich vi.
Néu ban gap bit ky tac dyng phu ndo ké e nhimg thc dung phu chua ligt ké nhwr trén, nén thong bio ngay
cho bic s§.

Nén trinh ding nhirng thude hoje thye phitm gi Khi dang sir dyng thube niy:
Trude khi dilng thude niy, cho bic s¥ cin ban biét tit ci cie loai thube khic ma bgn da hojic dang ding,
bao gom e thude ké don va khdng ké dom, thude tir dirge ligu hofic thue phim chirc nang. Diic biét cic
nhém thude sau;
Ciclosporin
Nellinavir, atnzanavir
Warfarin, dicoumarol v thude khang vitamin K khéc
Clopidogrel H
Diazepam ';
Phenytom
Nifedipin
Clarithromyein
Danh sach niy khong diy dit cic logi thude khac co thé twong tic voi omeprazol. Hiy cho bac 3 cita ban
biét vé tit ca cic logi thude ban dang siv dyng. Dirmg ding mét thube méi ma khéng néi véi bac sy cia
han,

Chin l_:‘tm g'{ khi midt ban quén khing ding thudes
Udng licu bj quén ngay lic nhd m, Néu lidu d6 gin véi lin dimg thube tiép theo, bé qua lidu bj quén va
tiep tue ubng thude theo ding thi gian qui dinh. Khéng dimg 2 lidu cing lic,

Chin bio quin thude niy ol thé nao:
Dé & nhigt 40 diedi 30°C, tréanh fm va Anh sang.

Nhiing ditu higu va tri¢u ehimg khi dimg thufc qua lidu:

Khi udng qui licu, cic bicu hi¢n lim sing chi yéu I& budn ngt, nhire ddu (¢6 1& do chit chuyén héa) va
tim diip nhanh.

Ciin phai lim gi khi ding thube qud litu khuyén cio:
Gigi cho bac sy ciia ban hoiic dén ngay co siv y 1é gin nhit.
Nhimg dieu cin thin trong khi ding thube nay:
Ciic tinh trang cin thiin trong:
Trude khi ding thude nay, ban hily cho bic s§ biét néu bgn cé bit ky tinh trang nio dudi diy :
Phy nir :g diull ¢ thai, dang ¢ thai hofie cho con bi,
Cé van de ve thin,
Co6 viin dé vé gan,
Ngréni cao tudi,
Ix:i.ug Xuromg )
Neéu sir dyng thude oy lin d&i, ban cin dirge bac s§ theo doi therémg xuyén dé kip thoi phiét hién cac nguy
<o
Gty xuong do lofing xueng.
Giidm magnesi trong miu.
Giidim hap thy vitamin B,

Cic Khuyén edo diing thude cho phy nir cé thai vi cho con bi:

Noi chuyén vii bie 59 tnrde khi dimg thude nay néu ban dang mang thai, dyr djnh €6 thai hojic dang cho
con bit vi thube ¢d thé anh hirdmg dén thai nhi va tré bi me. =

Tie djng ciin thude dén khi ning 15 xe v viin hinh méy moc:

Omeprazol hiu nhw khong anh huwéng dén khi ning 14i xe hojic van hinh miy moée. Cie higu fmg phy

|r|:iu chéng miit, r6i logn thi gidc c6 thé xay ra. Néu bj dnh huémg, bénh nhén khong nén lai xe v viin hinh
may
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Khi nio ciin tham viin bic s§, duwge s§:
Phy nir dy dinh c6 thai, dang & thai hojic cho con bil.

Dang sir dyng logi thude khie, bao gbm ca thube k& don va khdng ké dom, thude tir duoe lidu hojc thyre
phim chire nang.

Ngudri ¢6 viin & vé thin, gan,

Nguin cao tdi,

Néu cn thém thang tin xin hdi ¥ kién béc s§ hodie digr s§. M

Han diing ciia thude: 24 thing ké tir ngy sin xuft,

Cilirge 13 €1 D plians Mahine s pihar i

] Spuyen Thai Hloe. I MO Dol TP Long Xuvd, A i ey

San st et Ol phanh €y iy 1 Poge ||h:5m Mg phaem -

Sl iy sam woii Do Pl Agines gl

Ehirdme VO Tromg Plamg, b Thanb Ar 18NS Tloe, TV L ange N, Ae oy
GMP-WHO DY %% SETHE Juy, 076 884710

Ngity xem xét sira ddi, cfip nhit lgi ndi dung lnrimg diin sir dyng thube: /... /...

HUONG DAN SU DUNG THUOC CHO CANBQ Y TE

Chie dje tinh duwge lye hoe, duge ding hoc:
Chic ddc tinh duyge lye hoe:
- Omeprazol 14 thube ire c¢hé sy bAi tiét acid cda dp diy do irc ché h@ enzym hydro/kali adenosin
triphosphatase (H'/K* ATPase) con goi li bom proton & té bio thinh cia dg diy, Udng hang ngdy mt
liu duy nhit 20 mg omeprazol tgo duge syr irc ché tiét acid da diy manh va higu qua. Tic dung toi da dat
duge sau 4 ngdy didu tri. O bénh nhin loét ta trang, ¢6 thé duy tri viée giam 80% acid dich vj trong 24
gidr,
- Omeprazol ¢6 thé kim hiim dwgc vi khudn Helicobacter pylori & ngudsi bénh loét 14 tring vivholic viém
thyre quan trio nguge bi nhiém vi khuln nay. Phdi hop omeprazol véi mt sb thude khing khudn (thi dy
clarithromycin, amoxicilin) c6 thé i teir 27, pvlori kém theo litn & loét va thuyén giam binh liu din,
Ciie diic tinh durge djng hoe:
- Omeprazol duge hip thu thudmg 14 hodn todn & rudt non sau khi udng tir 3-6 gid, Sinh kha dyug Khoang
60%.
- Thude gin khoing 95% viie protein huyét tuemg. Tuy omeprazol ¢b nim dii rong huyét luemg ngin

nhumg thudc ¢6 thi gian tac dyng dai (do sy giin kéo dii ciia thude vio 1/K" ATPase). Vi vily ¢ thé ¢hi
dimg thude mdi ngy 1 1in.

- Sau khi hip thu, omeprazol duge chuyén hoa hdu nlur hoin toan & gan, chi yéu nhd isoenzym
CYP2C19 ciia cytochrom P450 dé thinh hydroxyl omeprazol, v mdt phiin nho chuyén hoa qua CYP3IA4
Aé thinh omeprazol sulfon. Ce chiit chuyén héa niy khong cd hoat tinh v duge dio thai chii yéu qua
nurde tiu v mGt phiin cn lgi qua phin,

Chi djnh, lita ding, cich ding, chdng chi djnh:

Chi djnh:

Tang tiét acid djch vj.

Bénh trio nguge dy day-thire quéin,

Bénh loét dp diy-th tring.

HGi chimg Zollinger-Ellison,

Phong v didu trj loét do thude ching viém khong steroid.
Phéi hop thubc khic 48 diét vi khuln Helicobacter pylori.

Litu ding vis cich diing:
Nguwdri lim: I
Dé giam bit chimg khd tiéu lién quan dén acid: | vién/ | 1in/ ngdy, trong thivi gian tir 2 dén 4 tudin,
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Diéu tri binh tro ngeepe da déy-thya: qudn: Liéu thudmg ding 13 1 vién/ | 1an/ ngdy, trong 4 tuin, sau d6
thém 4 dén § tudin :fu chra linh hin.

Trutmg hop viém thye quin kb trj ¢6 thé dimg lidu hing ngay 13 2 vién, diu trj duy 1ri sau khi linh 1A
1 vién/] 1/ ngiy.

Didu trf loét da dénv-td tring:

« Loét th trng: | vién/ngdy (nrimg hop ndng ¢b thé dimg 2 vién/ngdy) trong 4 tdn. -

« Loét dp dity: | vién/ngdy (tnrimg hop ning ¢6 thé dimg 2 vién/ngiy) trong § tuin,

D¢ tigt irie Helicobacter pylori trong binlkt loét da o ring:

Co ﬂligh&i hwrp omeprazol véi e thude khing khudn trong phic 4 3 hojic 4 thube.

Phic 40 1 lidu 3 thude bao gbm - omeprazol | vién x 2 lin/ngdy hoje 2 vién x | Hn/ngdy, phdi hop voi
amoxicilin | g vi clarithromycin 500 mg, ¢ 2 thudc udng 2 lin/ngdy.

Khi phic do 3 thuoe khiing c6 két qua, thém ché phim bismuth ( db 4 thudc),

Nhimg phic 45 nay udng trong | tulin, riéng omeprazol ¢6 thé 1iép e thém 4 dén 8 wén nita.

Dicw tri hji clnimg Zollinger-Etlison: Lidu khéi diu 3 vién/1 lin/ngdy, didu chinh néu cin thiét. Néu ding
liéu <ac 80 mig - 120 mg (4 - 6 vién) thi chia thinh 2 Iin trong ngay.

Lidu lirgng chn duge tinh theo timg tnrdmg hop oy thé va irj ligu ¢d thé kéo dii ty theo yéu chu 1im sing.
Khéng dirge ngimg thude ddt ngdt.

Diéu trf lodt Heén quan dén dimg thuoe chidng viém kidng sterofd: | vién/1 i/ ngdy, cﬁn; cb thé ding
lidu nay dé dy phing cho bénh nlhin eb tikn sir thuong tn da day - 14 tring ma vin phiii tiep tpe diéu trj
thude chéng viem khdng steroid

Omeprazol ciing duge dim A& che phing ehing s@e acld trong que teinh gav mé, vai lidu 2 vién budi 1i
hom tewde Khi md vt mdt licu 2 vién nire vio khodng 2 - 6 gids tnnde khi phiu thujt,

Bénh nhn suy gant - Liéu el omeprazol 6 thé cdn phai giam,

Tré em:

Diéu tri binh trio ngiege da déy-thye qudn & tré em trén 20 kg: | vién/ | lin/ nghy, c6 thé ting lén gip
doi néu cln thide, 1-3.: i €6 thé kéo dai i 4 - 12 win,

Ciach dimg:

Nén dimg omeprazol viio budi sing trede khi dn | gidr vi udng nguyén vién thude véi nude, khdog nén nhai,
Chdng chi djoh:

Miin cim véi omeprazol va che thinh phiin eda thube,
Khong phdi hop véi nelfinavir, atazanavir,

Ciie trudmg hop thin trong khi ding thude:
Ciie tinh trang cin thiin trong:
- Trwdre khi cho ngudi bj loét dp day dimg omeprazol phii logi trir kha néng bi u &¢ tinh (thude cd thé che
liip cde triéu chimg, do d6 lim mugn chin dodn).
- Vi ngudi cao tudi khdng cin thiét phii chinh liéu,
- O ngudi suy thin, sinh khi dung cia omeprazol thay d8i khong ding ké.
- O ngudri suy gan, dign tich dudi duimg cong ting vil sy dio thii cda thude chim loi, mot lidu 20 mg mdi
ngdy thuimg 1a dib cho nhimg nguéni bénh ndy,
- Sir dyng cic chit frc ché bom proton (PP1) ¢ thé lam tang nguy co nhiém Khudin dudmg tiéu hoa (thi dy
nhiém Salmonella Campylobacter); ¢6 thé tling nguy ca tiéu chiy do Clostridium difficile.
= Nguy co gly xuong: Thube die ché bom proton, dje bigt néu ding lidu cao vi thii gian dai (= 1 niim),
cb thé h?m ting nguy co gly xuong chiu, xuong cb tay hodic cft song do loding xuong. Co ché cia hién
tugng niy chua duge gidi thich, nlumg cé thé do gidm hip th calei khong hoa tan do ting pH da diy.
Khuyén cio ding liéu thip nhit c6 tic dung trong thisi gian ngin nhit ¢6 the, phis hgp véi tinh rang lim
shng. Nhimg binh nhin ¢6 nguy co gly xuomg do lodng xuong nén ding dii calei va vitamin D, dénh gid
tinh trang xwomg vi quan Iy theo hudmg din.
- Giam magnesi trong méu nghiém trong di duge bio cdo & nhimg bnh nhin duge didu tri biing thube (e
<hé bom proton nhir omeprazo! trong it nhit ba thang, va phin lom cic truémg hop didu trj rong mi
niim, Bidu hign nghiém trong ciia gidm magnesi trong mdu nhir mét méi, co cimg co, mé sing, co gift,
chéng mit va roi logn nhip thit ¢6 thé xay ra nhung nhimg biéu hign ndy c6 thé bﬁ dhu nglm ngdm va bj
bo qua. O hitu hét cdc bénh nhin bi dnh hidmg, gidm magnesi trong méu dwoc cai thign sau khi b sung
magnesi vi ngimg PPI,
- Giam hip thy vitamin By Niwr tht b cic lopi thude irc ché acid, omeprazol ¢6 thé lim gidm sy hiyp thy
yitamin B ,; (cyanocobalamin) do giam hodc thiéu acid dich vi. Diéu ndy cin diroe xem xét & nhimg bénh
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nhin gidm dy i trong co the hoje cd yéui-.‘) nguy ¢ bj giam hﬁp thy vitamin By khi dicu tri 1w di,
- Giam tac dung cia clopidogrel: Omeprazol 1 cht irc ché CYP2C1Y nén c6 the lim giam tac dung cin
clopidogrel (xem Twong téc thudc) do do trinh sit dyng ddng thi hai thude nay.

Ciie I:huyén cio ding thube cho phu nir e6 thai va cho con bi:

Theri kp mang thai

Trén thye nghigm kh:'n'lF thily omeprazol cb khit niing gy di dang vi ddc vai bao thai, Tuy nhién thii
gian theo ddi chum di de logi tnr moi nguy co. Vi vily, vige sit dyng omeprazol trong thii gian mang thai
chi duge xem xét khi thit ciin thiét, ¢6 thé sir dyng cho phy nit ¢6 thai.

Theri ky cho con bie )

Vi thube phiin b trong sim mi¢, nén ciin nhiic ngimg thude hodic ngimg cho con b,

Tic djng ciia thude dén Kba niing 14 xe v viin hanh may moc:

Omeprazol hiu nhir khdng dnh huomg dén khi ning 16 xe hodic viin hinh may moc. Che higu tmg phy

nhar chong miit. ri logn thi gific ¢o the xay ra, Néu b anh hudmg, bénh nhin khiing nén 14i xe vii vim himh
may.

Tuwng the cia thube vii cie thude khde vi cie loai toromg the Khde:
- Omeprazol khing c6 trong the quan trong trén lim sing khi duge ding cing thire an, rugu, amoxyeilin,
bacampicilin, cafein, lidocain, quinidin hay theophylin. Thube cing khong bi anh hudmg do dimg ddng
thin metoclopramid.
- Omeprazol c6 thé lim ting ndng 49 ciclosporin trong miu.
= Omeprazol lim thng tic dung cia khing sinh dit tnr 71 pylori.
- Nelfinavir, atazanavir: N d{ nelfinavir, atazanavir trong huyél trong giam khi dang dﬁng thin v
omeprazrol.
»Chie thude chuyén héa qua CYP2C19:
- Omeprazol duge chuyén hba bai hé thdng cytochrom PAS0, chit yéu béi isoenzym CYP2C19, va mit
phin nhé béi CYPIA4, Che chiit e ché hofie gy chm img cde isoenzym niy c6 thé bj dnh lusémg khi
diing chung vé&i omeprazol. Nguge lgi, omeprazol ¢6 thé lim thay déi sy trao dbi chit ciia mdt s6 logi
thude duge chuyén hoa bdi cle enzym ndy. Clc logi thude ndy ¢6 thé 1A warfarin v thude Khing vitamin
K khiic, clopidogrel, di vi phenytoin,
- Omeprazol irc ché chuyén hoa cia cie thube bj chuyén hoa béi h§ enzym trong eytocrom Pys, cila gan
vi cb thé lam ting ndng 4§ di m, phenytoin v warfarin trong mdu, Sy gidm clm?'i-n héa cia
diazepam lim cho tiac dyng cia thudc kéo dii hon. Vi liéu 40 mg/ngdy, omeprazol ire ché chuyén hoa
phcniflnin v lim ting ndng 49 cia phenytoin trong miu, ninmg licu omeprazol 20mg/ngay lgi ¢6 twomg
the yéu hom nhidu, Omeprazol {re ché chuyén hoa warfarin, nhimg lai it Jam thay ddi thai gian chiay mau.
- Clopidogrel: Omeprazol {rc ché CYP2C19 nén 6 thé 1im gidm tic dyng cda clopidogrel do giy twong
tic duge ding hoe vai clopidogrel (Iim gidm nbng 49 chit chuyén hoa c6 hoat tinh cia clopidogrel) va
twomg the duge lye hoe vin clopidogrel (lim gidm thc dung khéng tidu ciu).
- Omeprazol lim ting the dung chbng déng miu cia dicoumarol,
- Omeprazol lAm gidm chuyén héa nifedipin it nhit 1 20% vi c6 thé lim ting tic dung cia nifedipin,
- Clarithromycin trc ché chuyén héa omeprazol v lim cho ndng 46 omeprazol ting cao gip doi

Tic dung khing mong mudn:
(Jlmcpmmi dung nap 10t vi cde tic dung khing mong mudn twong dbi it gip, turimg link tinh vi ¢6 Wi
phuc.
;:nunm gdp: Nhire dhu, budn ngi, chong mat, tidu chiy, budn ndn, ndn, dau bung, tio bon, trudmg

l'IB_

- dt gap: Mt nga, rdi logn cam gide, mét moi, may day, ngira, ndi ban.
- Hiém gdp: md hoi, phit ngoai bién, sbt phin v¢, gidm bach clu, giam tién chu, gibm toan bd che
dong 1€ bdo mau, mit bach cdu hat, thidu miu tin huytﬁ ty mién, gidm nalri miu, gidm magnesi mau, i
lin ¢6 hdi phye, kich ddng, trdm cim, ohidm ndm Candida, Khd migng, dau Khap, dau ¢o.
Ciic chilt irc ché bom proton ¢6 thé lim ting nguy co nhidm khudn dudmg tiéu hda do 1 dyng ire ché tiét
acid djch vj.

Hudmg din edich xir tri ADR
Phai ngimg thudc khi c6 biéu hign tic dyng khong mong mudn ning.
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Qua liéu va chch xir tri:
Trigu chimg : Liéu ubng 1 lan t6i 160mg vin duge dung nap t6t. Khi uong qua liéu, cic biéu hi¢n lim
sang chi yfu 14 budn ngu, nhirc dau (c6 12 do chit chuyén héa) va tim dap nhanh. .
Xir 1ri- Chi diéu tr triéu chitng, khong c6 thube diéu trj dic hiu. H

An Giang, ngay 01 thang A%, ndm 2016
TL. Tong gidgm dbc

ey
LT




