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MIOMAZOL

Vién nang cong tan treng rugt

Thubenay ehi ditng theo dom thuie.
Bé xn thm tay réem,
By kF hwimg din sk dyng trwrée khi dimg,
THANHPHANCONG THUC THUOC
- Thanh phin dige chit: Omeprazol 20 mg, 40 mg i dong omeprazol pefler 8, 55).
- Thinh phiin ¢4 dirge: Miomezol 20: Nang 36 2 (tring — tréing).
Minmazal 40: Nang 560 [vimg = vang).
DANGBADCHE
Viln nang cimpg e rong et
MIOMAZOL 20
\gén nang cimg, ¢¥ nang 56 2, nap va thin nang mau triug, béa rong chia pellel mv tring dén gin
(rang.

MIOMAZOL 40
Vién naug clrug, o nang sé 0, ndp v4 thin nang miu vang, bén moug chia pellet mau 1oy #én gin
1ring "

cHiDpN

- Priduim loéttating
- D phong rai phit Joét ta mhng
- Bidu i loét dg day
- Dy phong rii phét loé dg day
Phéi hop voi khing sinh thich hop dé diét trir Heticobacrer prlovi (H, pplori) trong loé da day — ta
tring
- Diduttiloét d diy, 13 trang lién quan dén NSAID
- Duphong lo¢tda diy. 1 bang lién qusn dén NSAID érbénh thin oo nguy o ean
- Dién tn viem thue quan do iae nguec
- Duphong viém thys quan do tiao nguoc
- Kidm sca dii ian o bénh niban viem thue quin do trio ngurge 44 linh
- Diéu tr bénh trio ngue da dity — thye gui ¢6 trigu chimg
- Dicwtrhii chimg Zollinger- Ellison
Sir dyng trén dbi tuomg teé em
Tréom> | tubivi>10kg
- Diéutrj trho ngwoc da day -tk quan
- Bidu i tridu chimy o néng va trao nguoc acid trong bénh (réo nguoe da day — thire quin
Tréem v shanh thicu nién > 4 udi
- Phéi hop vai khang sinh trong diéu tr loét ta tcang do A, pvlerd
LIEUDUNG, CACH DUNG
Lidu ditng
Liew 1 loét td frdig
Ligu khuyén cdo: 20 mg * | Jin/ngdy & béob ulidn |0gt t4 triing dang hogt dgng, Phn én bénh nhin 3¢
lanh b tromg 2 ufin, nén khéng, ed thé tidp tyc didu tri rong 2 fuin tiép theo voi lidu lugng luomg .
ﬁn‘mn bénh nhan dap ung thip, liu khuyén cio didu i loet  trang Th 40 mg % 1 Tningay tone 4
tudn.
D pheieng et phaie loét ud rramg.
B dir phiing tai phat lods o rng & nhimg bénh nhin 4m tinh vei £, pyfor bode khi khong (he diél
dugc [, pyfori, lidu khuyén céo 1 20 mg x 1 lin/mpay. O mot s binh nhan, iy hing ngav 10 ma co
thé dtp g dir. Trong tnstmg hop diéu i thitbai. ed thétang Héu 1éu 40 mg.
Hid i loét dg iy
Lidu khuyén cio; 20 mpg « 1 1An/ngdy. Thong théng bénh nbin s& Linh hin ssu 4 twdn, néu khing, e
theé gy we vai Tidu lugng (womg v irong 4 win tiép theo, Nhimg bénh nhén d4p vmg thip, liéu khuvén
caodicu tr) loét dp day 1240 mg = | 1an/ngay trong B tuin.
Dy phirwg rf phdt o étda day
Dy phong ti phat & bénh nhin 10ét da ddy ddp ung (hip, lidu Khuyén cfio: 20mg * | lin/ngity. Néu cin
o thé ting lidu40 mg = | 1in/nghy:
Diét e H. griori 0hénh nhén [oét da day —14 nimg
Dé digs tu A, pydori, vige lya chon khéng sinh can xem xét kha nang dung nap thuée tén timg bénh
nhin vi phai duoc thye higa phi bep vii cie md hinh kiviog thoede vi hoomg din didu o Cflﬂlgﬁt yis,
khu vie va dio phiromyg,
Omepraczol 20 mg + elarithromyein $00 mig + amexieillin 1000 ma, 2 1An/ ogay troog | wudn,
Hotic: Omeprazol 20 mg + clarithromycin 250 ma 1 idezol 400 mg (hodc 500 mg hode
tinidazol $00mg) » 2 lanngay rong | tein,
Hoike. Cmeprazol 40 mg * | lin/ngdy vii amoxicillin 300 mg vh metronidazol 400 my (hoge 500 mg
hofic tinidazal SO0 mg) = 3 lin/nedy trong | tudn,
Trongmdi phac 85, néu bih nhan vin dwong tinh voi i, prlori, Yp lai dids tri,
Didutn loét da diy va tatrkng lién quan dén NSAID
Lidu khuyén cao: 20 g | Fn/ngay. Phin lon béah nhin 52 b hin san 4 wdn, nén khéng, didu tr
tidp tuc v lidu twong tu trong 4 twdn tiép theo
Dy phing loétde diy — té irhng 1ién quan dén NS AID & bénh nhin cé nguy co cac
De dyr phing loén dy dity hodic i miing lign quan dén NSATD & bénh nhan o6 nguy ¢o cao (> 60 Lwdi. 00
tién su lodt, wuit huyét tidw hoa), lieukhuyén cao: 20mg = | lin/ngdy.
Dieu tn rdo ngue da day —thyc quan ;
Liéu kiniyén eao: 20 mg * 1 kin/ngay. Phin Kn bénh nihdn 1ank hin rong 4 tdn, néu khbng, tiép me
v liéu wromg te rrong & rudin 1idp theo,
Nhirg bénh nhén lodr thire quin nghidm trong, lidu khuyen cio omeprazol 40 my * | Hn/ngiy. hidu
qué dicn i dal duoe sau S uan,
Kiem sodt dhi han o bénh nhin trdo ngwoe da diy - rhfequan di linh
Liéu khuyéncao: 10mg * | En/ngiy, ndu cdn, of thé ting dén Hidu 20 - 40 mg % 1 lAn/ngay,
Digy tn bénh trao nguec dp diy — thue quin cd tridu chimg
Licu khuyén cio 20 myg * | liningdy. it 8 bénh nhan dép img véi idu 10 mg % | linfugay, vi vy nén
cA nhén héa lidu diing thee tung bénh nhin, .
Néu triu chimg khong thékidi soitsau 4 udn vai lidu 20me * | lin/nghy, nénkidm tra thém,
Digutr hii ching Zollinger - Ellison
O nhitng béah nhin mbc hoi chime Zollinger — Ellison, lidu dime nén cf nhin hia theo timg bénh nhin
VA 1iép tue diéy i mién 1b ¢4 chi dinh im sang, Lidu khot diu diroe khuyén cdo |3 omeprazol 60my =
| lan/ngiy, Tt vd bénh nhin cf béah nghidm mong v khang dip tmg diy 40 v céc lidu phip khae 38
duge kiém sodt hidu qui vi hon 90% bénh nhia duy tri liil vmeprazal 20 - 120 mpmghy. Khi lidu
cunepizac) viotqud 80 mg/nghy. nén chia lidu v dimg hal lin mai ngav.
Dinsi tréem
Iré e > Lol va [ kg
Bidu tei ireer werpae dpdiy - thuwe quin
Lk bri ivighu cliumg o ndng vei tvdo memare acidtron g bénh i trdo mgucre do dav - tne: qudn
Lidu khuyn cdo nhrsau:
| twdi. cnnfng 10 -0 kg Lidn10mg « | Bnnghy. c6 théting 18n 20mg X 1 ln/ngay néu uin,
=2 i, cén ofing > 20 ke: Lidu 20 mg % 1 1An/nghy, co the ting Jén 40 mg * | Kin/ngay néu cin,
Trio mgrredd ddy — thiee quan: Thii gian didu ti 4 -8 aan,
Eidu i svigu chimg (rudng vd triso ngnrpe acid trong béwh ¥ irio ngwp du ety — thea g Then gian
diu tn 2 -4 tuan. Néu triguchimg khing dugc kidm sodt san 2 — 4 rudn, chn kém ra,
Té eni vtk thigu nign > 4 mdi
Eie tri loéi i rang do H, pylori
Khihwachon ligu phip phii hop thich hop, cdn xem xét uromg diin chinh thire cia quéc gia. khuvee va
dia phromyg vé kha niing khaag thude £0a vi Khvdn, thi gian didu tj (thieng 14 7 ngdy nhung déi khi
[€n den 14 ngay ) vibsit dng cAc the nhin kbang khudn thich heo

Dién tri nén duve gifim satbir cic chuyén vien y .

Lidu dimg kbwryén céo theo cin niog nhu sau;

15 - 30 kp: Phit hop 2 khang sinb; Oweprazol 10 mg, amoxicilin 25 mg/kg vi darithromyein 7.5
mg/kg. ding 2 Win‘nghy. rong 1 tudn,

3] — 40 kg: Phdi hop 2 khing sinh: Omeprazol 20 mg. amoxicillin 750 my va clarithromycin 7,5
mg ik, dimg 2 lan/ingay, trong | {uin.

> 40 kyg: Phéi hp 2 khang sinh: Omeprazol 20 mg, amoxicillio | g va clarithromycin 500 meg. dimg 2
lnngay, tong | tdn

Dél tuyng difc bid

Bimli whadin suy thdn

Khong cé khuyén edo chinh lién d bénh nhin suy thin,

Hinh mivdu su) gon

Bénlinhin suy pan diing liéuhing ngay 1020 ing cathé dap (mg di.
Bink nhdn eao tudt

Khdug cin thiét phai chinh Tidy

Cach ding

C

D dwong udng, nudt nguydn vién vi nude. Nén ding mube vao bubi !ﬁn{é. 30 phut trirde khian, G
nhimg bénh nhin khd nudt, hodc tré em o6 ihé mo vicn pang, phin tan thude v o it oo heic
uudrc ép, thire dn [dng, nuire khang chirs carbonathvi nut hodn toan. Thude seu ki phin tdn vei chit
léng cin dung agay,

Neéumt [in quén dung (hude, by ubog ngay khi nhg . udu gin voi lidu ké 1ip hay bo qualidude va
tidp ye didu iri nhurthang thdme, khong ding léu pip déi.

Khdug ci yéu chu diic biét véxir 1y thode saukhi sirdyng.

HONG CHI BINH

Qui min vari omeprazol hay btk thanh phin nac cus thude.
Niws cic cht tc ché born proton khdc, khdng dimg phéi hop omeprazol voi nelfinavir,

CANH BAO VATHANTRONG KHI DUNG THUGC

Khi co bit ki tridu ehimg bia déng nae (vi du gidm cin ddng & khong chil §. nén mire ¢ phit, kho
nudt, ndn ra mau hoje phdn dent vi khi nghi ngd hode xuat bisu loidy diy, nén chiln dodn logi tris
bisnh fic thiah, vi didu trj o6 thé che déu ciie éu ehimg vi i hodn chéin dodn,

Khoag khuyén cio ding ddng thii atazanavir vai thude e ché bom proten. Néu vige két hep
atezanavir vai thuoe it ché bum procon 13 khing (18 téuh khdi, nén theo ¢ Kim siny chiit ché (v du
i legmg vi miit) rong phéd hop Bng o stazanavir 18n 400 me véi fiouavie |00 mg; Héu omeprazol
kchibng virol gua 20 ing, .

Dmeprazol, ¢ing nhu it ca cac loar thude khing acid, co the lim giam hdp thu vimmin B12
(cyanocobalamin) do gidm tidt acid da day. Biku niry nén duoe xem xét & nbimg bénh nhén bi gidm dir
wrtrong.cothe hoge cocac yeu 10 nguy co gidm hip thu vitamin B1 2 khi didu m lu i,

Ormeprazol I clidt bc chie CYP2C19, Khi bt dau hode két thilc didu tri Bing omeprazol, nén xem xét
ki ning twon g 1de vid cdc thude chuyén hda qua CVP 2C 19, Mét twang téc di dugc quan sat thiy gidra
clopidogrel vi omeprazol. Sy lign quan lm shog cua tuang e ndy 13 khong chic chin. B phang
ngira, khdng nén sir dyng ddng thén emeprezol va clopidogrel.

Ha inagnesi huyét nghiém trong 83 duge bio cao o nhing bénh nhin duoc diéu tei bing thuée we ché
benn proten (PPL) nhur omeprazol trong it nhit ba thing vA trong hiu hiét cic meimg hap 12 mét ndm, C6
thé xty T edc bidu hidn nghitm trong cua ha magnesi huvét by mét méi. chudt i, mé sang, co gidt,
¢héng mét va loan nhyp thit shunyg ching o6 thé bt ¢y dm thim khé nhan bidt, O hu bl cse binh
nhin bi dnh hudng, tinh trang ha magnesi hoyét dwoc cai thisn sau khi ding Héu phap magnesi thay thé
hofic khi ngimy FPL .

Boi voi nhimg bénh nhin dy kién s& diéu i kéo dbi holie diing dbug thai PP1v&i digoxin hoge cac
thuie ¢4 thé gy ha Ima;mi buyet ol thude ot tiew), che chuyéh gia v 1€ oén cin nhic do ndng 48
magnesi trude khi bit diu didu o PRI vidinh kg trong qué trinh didu . |
Thude uc ehé bom proton, ki ste dynsg véi lidu Tugng cao vh ko dfi (> [ niim), o8 thé 1hm tng iy
nguy co gy xuong hing, ¢é tay va cit song, chi yéu & nguli can tui hedc khi o sin e véuionguy
corkhide. Che nghien cir quan sét cho thy thude I:rclcl\ébmn proton of thé |Am ting nguy co giy xweng
i 10 = 30%, M3t trong 56 46 w6 thé 14 do cdo yéu tb oguy co khéc. Béoh nhin co nguy co loling xuang
nén durge chiim sdc theo eae hrdmg din 18m sang hién hanh va phai duwoc bo sung day di viemin Dve
caled,

Bénhjupus ban do dabin o (SCLE)

Thude s ché bum proton ¢o lién quan dén cic truimg hop SCLETA hidm gap. Néu eac thn thuong xéy
. dic bt 1Ad nhitng ving da fép xic vl anh ning mitaeid vi néu kém theo dau khop, bénk nhan can -
su trw giup ¥ € kip thin v2 chuyén gia y 1 nén xem Xet ngimg st dung omeprazol. SCLE o nguir 41
didutrd trud 4§ bénng thuée (re che bom proton of he lam &g nguy oo mic bénh SCLE vei duihuﬁf;
e ché bom proton khac. A

whi s

Nong d§ Chromogranin A {CzA) tAng co thé T anh huémyg dén vide vic dinh khéi u ndi dét DEwanh &
suanh budng ndy can ngung ding omeprazol it nhiit 5 ngay tnrde khi do CpA, Néu nong & CyA vi
gastrin viin ehua e lgd mire tham chida sau lin do ddu tién, can lap [l phép do |4 ngay sa khi ngum

PPL /
Mt 56 tré mie béih man tioh e thé phai didu ici u Ji mbe di didu sy khong droe khuyén cho. Qg}
Diéu tri biing thude isc ché b proten ¢ {bé lim 1@ng nhe nguy co uhidm iring fudng (g hia nhw
Saltmonelavh Campylobacter v o6 thé ¢ ca Closiridivm difficile d nhimg bénh nhan ahipvign ’
Ciiding niur cde phueng phip diéw trj dai ban, dae bidt khi kéo dai how | nam, béoh nhan cin duoc theo
81 thudng suyen,

SUDUNG T!IUO(" CHOPHUNU COTHAIVA CHO CONBU
Swduug thudc che phy nircd thal

Sir dyug thude cho phy nir cho con b

ANHHUONGCUATHUOC LENKHA NANG LAIX

TUONGTAC, TUONG KY CUATHUOC
Twonyg tic etn thude

Két qua tir ba nghién st dich (& hoc Gién el (hon 1000 kit qud tidp xbe) cho thiy khong c6 1ic dung
bit Igi ndo cia omeprazol doi wéi thal ky hode sirc khoe cia thai ahi‘té swsinh, Omeprazol cé the
Giryesu dung tong thed ki mang thai.

Omeprazo] dirge bii tiét qua sira me nhing khing giy dnh T
Cée nghidn cim mén dang vit véi omeprarol dang rn,c

bnromg 30 voi kb nding sinh sin,
t&‘\‘

Anh bwdmg eia oneprazel 13 due ddng hoe cria cic g B

Mttng shdc o001 heo e b e

Sy gigm acid dy diy trong khi didu e voi omeprazo! od

1hude ¢o 3 hap thu phu thudc vao pH da diy

Nelfinavir, amzanavir

Nong 86 uclfinavir v azatanavir giim khi digu m ddng thiri véi omeprazol.

Chong chi dinh ding dng thei omeprazol véi nelfinavir. St dup déps

Tan‘ngay} 1Em gidm phoi nhidm nelfisavir ruog binh dén 40256

chuyen oz ob hopttinh M8 gidm 75—-90% Tirong tic cimg oo 1hé lid

Khing khuyén eio diing déng thiri cmeprazol v arazansyiT i

Tinngay) v atazanavic 300 mp/ritonavir 100 myg trén ngud e o il T 04l

phai nhiém atazanavir Taug ligw amzanavis 1én 400 mg khang bl duoc the djng cia omeprazol khi

tiep xiic v atazamavir, Vide sit dung ddog thy omeprazol (20 mg = 1 Hnngdy) voi alazanavic 400

mg/ritonavir 100 mg rén npudd finh nguyvén khoe manh 48 1am giam kheang 30% phoi nhigm

atezanavirso v stazanavir 00 mg/itonavie |00 mg = | Bnmgy.

Digorin

Diu i thug thii omeprazal (20 mg = 1 Wnngiy) vA digoxin o nguei Khae manh 1 1ing sinh kha

dung cia digoxin lén 10%. Béc tnh digoxin hiem khi dvoe bao cée, Tuy uhién, can thin trong khi

z.n;g omeprazol Tidu cac rén bhinh nhén cao rudi, Sau d6 cin ting cutmg gidm sit hude diéy
axin,

Clopidogee! .

Keét qud tir cdc nghién ciw bén ddi tugng khoe tiyul 03 cho ty twong tic duoc dong hoe (PK 1/ duoc

luc hoe (PD} giita elopidogre| (ligu nap 300 mg/1idu duy i 73 mg hing ng iy vi omeprazol (A0 mg x |

Lavagay) dan dén giam tigp xde vai chil chuydn hda cd hoat Hinh cia clopidogrel trung hinh 1 46% vi

widm 17 ¢ ehé 187 da cia s kit tip tiéu cau (ADP gly ra) trung binh la 16%.

Dt lidw khong nhat quan vé # nghia lam sing cia twong tac FIU/PD cim omeprazol it vod cdc bign co

tim mach chinh 33 duge bio cio b ed nghiln ciu quan s41 v i sing, B2 phang ngir, khong khuyén

khich st dyng déng thei omeprazol va clopidogrel,

Omeprazol it oo kha dnh huirag déa 1 xe hod
thude nhu chéng matvare loan th gigc ¢6 thé xiy ra
bojic vin hinh may moe.
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Sirhép thu etia posaconazol. erlotinib, ketovonazel va itraconazol giam dang ki vi do 46 hidu qui 1am
shng co thé bi suy gifm, B véi pesaconazol va erlotinib nén trioh s dyng domg thin,
v b FICI9
azol 13 chit bc ché tung binh CYP2CLY, cnzym chuyén hoa chinh coa cmeprazol. Do dé, sir

chuysn how cua eie chit dbng thoi eling duge eryén héa boi CYP2ZC19 ¢ thi bi giim vi su idp xuc
toan thén yéri cae chit nay Eung 1en, M1 sG chit chuyén hoe qua CYP 2C19 nhir R-warfarin vacdc chit
khaing vitamin K khdc. cilostazel, diazepam vi phenytoin,
Cilagta=al
Trong mat nghién cina chéo o ddi hng khoe manh, omeprazo] lids 40 mg 48 lam ting C,, v AUC
ciia cilostazol nremgz img 1a 18% v 26%, vi mdt trong céc chit chuvén héa oo hopt tinh cua oo cing
ting hrong img 13 25% 3 69%,
Phewyuin
Thew doi nong dv trong buvét twang exim phemy toin duee khuyén odo trong hai todn du Hén sau khi bit
dhu diéu trj bang omeprazol va, néy thue hién didu chinh 1idy phenytoin, nén theo 0% vA didu chinh
ligu thim khi ké thie didu o3 bing omeprazal,
D sdc e
Saquinavir
Diwg dng thivi ameprazol voi saquinaviritonavir lam fug idng dp saquinavir trong huyét trong [én
Qi xip xi T0% lién quen dén khd ning dung nap 1t & bénh nhin nhidm HIV
Methomexat
Khi diing ding thri voi thude ire ché bemn proton, néng dé methotrexat 48 durge bio cdo di ting & mét
sé bénh nhan, Khisir dung metholrexat lidu cao. 6 thé chn cin nhiic vige ngung tam théi omeprazol
Tacrohoms
Lisng dduy thin véi ameprazel 83 duot héo edo [ Hing ndng db tacrolimus trong huyét thanh, Cin
tienhinh theo dii duy td nong dé teerolimus ¢ing ol chire ning thin (86 thanh thii creatinin) va didu
chinh lidu luong werolimns néq cln.

veime sl kis.chinkhicden duge ddng hoc ela emenmzol
Ceehdumahd CYECISxdhode CYP3A4
Vi omeprazol dige chuyén héa bid CYPICI9 va CYPIA4, cac hoat chit duve hiét 13 uc ché
CYP2C19 bodc CYF3A4 (nhu clarithromyein v voriconazol) cd thé: din dén ting néng dé omeprazol
rong huyét thanh bing cdch gidm ti 1¢ chuyén hoa cis omeprazol. Digu i ddng thii vei voriconazal
Jiam g hom ghp ddi mire phei ahidm emeprazel Do lidu cao ciin omeprazol 88 duge dung map 161,
viéc diéu chinh liéw deprazol thudng khéng Suye yéu e, Tay nhién, cin cin nhie didu chink lidn
bénhnhin suy gan ning v néu od ehi dinh didu i 140 dai,

y p e R /Pt
Hoar chit dwrge hidt 14 gay cim img CYPIC19 hofic CYP3A4 hoic ca hai (ching han nhu rifampicin
v St Jobn's wort) ¢ the diin dén gidm ndog 49 omeprazal rong huyét thanh bang cach tang i 1é
chuyén hda cia omeprazol. 1
Tiromg ky civa thude

Do khéng eo cac nghidn evu vé tinh twong ky coathude. khéng irdu n hude ndy v ehe thube khic.

TAC DUNG KHONG MONG MUON CUA THLOC

Tac dung khéag mong siubn thuong gip ahdi () - 10% hénh nhan) 1 dau diu, dau byng, 1o bén, tiéu
chéy, diiy her, nén/hudn nén
Trie dunp khéng mong mudn duge phai nhém thee tho sudt: Thuing gip (1100 <ADR < 1/10), itgap
(171000 = ADR < 1100, hiém ghp (11000 < ADR < 1/1000), réi hidm gap (ADR < 1/10000) v tin
suat khonyg xdc dinh.

- Rt bogn maire v b bch huyét: Giatn bach ciu, gidm tidu cdu (hidm gip), mAthach cdu hat. giam toan
thé huyés e (rirhiém gip)

~ Rebi fogn b midn dfeh: Phin img qui min nhu sét, oo gial v séc phan vé (hidm gip)

- Ri loan cluyén how vit dinh dwinig: Ha natri huyét (hidm gap), by magnesi huyfc ba magnesi huyét
nghigra goug 0 thé din dén by calei huyée; ha magnesi bvétes i 1ién quan 4én ha kali huyét (khong
i tdn sudr)

< Rdi foan rdm than: Mt e (it gdp), kich ding. 10 o, trkm cim (hiéum giph. ghy hin. o gide (rit hidm

wip)

RO fogn b3 thén kink. Dan diu (hirdme gip), v 1oan cam gidc, chéng mat, b chén Gt gap). 16i loan

i gide (hiém gip)

- Rei P i, Lown tin ohin (higm gip)

= g taf va e dae. Chong ot (it gip)

- Rt loam Ké ko hip, Kng ngwr, trung thdi; Co tit hé quan (hidm eip)

- R logm he tiéy hoa; Dau bung, o bon. ti2u chdy, diy hoi, nén/bubn ndn, polyp tuyén co bin (nhe)
(thirémg gap); kho miéna, viém miéne, nhicm nam Candida dudng tiéu hoe (hidm gap); vigm dai tring
vi thé (khong rd tin sudr)

= Rt logn gan. e Tong enzym pan {thuimg gip), viém gan cé hedc khong o6 vang da (hiém gip); suy
gan, bénh néo gan & bénh ahio ¢3 b binh truoe 34 (dichiém gip).

= Rt foan dt v mo dhect da: Viem da, ngua, phit ban, mé day (it gip), rung we, nhgy cim v dah SAnE
{hiém pap); hing ban da dang, hai chirmg Stevens-Johnson. hoai tir biéu bi nhidm doc (TEN} (it hidm
#3p), lpus ban 46 da bin cap (khong 1 tin sudt),

= Rolfogn ihde, divi midw: Yigm Ddn k3 (hidm glip)

- Roiloan audn i va g sin san: Niths luydn vii (hidim gap)

- Roilugn wagguas K chiu, phitngogi vi (it ghp), ingtiérmd hi (hidm gap)

Dan s g g . :
Tink g todn cla omeprazal #3 duge dinh gid mén réng 36 310 wé em tir 0 3én 16 whi mic bénh lign
quan dén acid. DE ligu an tean han ché tréu 46 teé em duoy diéu i duy tn bing om eprazol trong Mt
nghién cim |8m sing v hénh viém thire quin dn mion nghiém trong 1éida 749 uigdy, Nhio chong cic tac
dune khéng mong mudn gidnw ubu 6 nguit [dn khi didu tr] trong éi gian ngdn cling nby khi diéu o
dhi han. Khong o8 dir Tigu dhi han vé anh hiuong coa viée didu ti bang omeprazol d6i véi lira twbi diy
thi vating truoug,

QUA LIEU YA CACH XU TRI
hidug tin v& qui 1ifu omeprazol trén ngwriri cdn han ché, Theo ghi nhn lidu lén dén 560 mg 48 dwge
md 1, va thinh thodng nhin diroc bic céo khi uény lisu duy nhil ken dén 2,400 mg (pdp 120 140 lidu
khiryén cdo thing thirimg trén im shng). Budn nbn. ndn. chong mit, dau bung, tiét chiy v4 ahire diu
i duge bio cdo. Nigodi ra. thir o, wam cam va |G 1o 88 diroc mi i trong vai tninmg hp. Cie trigu
chimg duoc ool chi th thodng qua vi khing gy hju qui nghidm rone. Toe 25 thi: i khong thay ¢81
(déng hoc bic mét) khi tang liew. Néu cin, xem xét didu Irj rigu chimyg.

PAC TINIDUQC LYC HOC

Nhim duge ¥ Thude i ché bom proton (PP,

MaATC: ADZBCOL
Omeprazol 12 hin hew racemic cua hai déng phinddiquang. giim giam tidencid dp day thiag qua mét
cerchi 1he dung i dich. Omeprazol rc ché dac higu bom acid trong 68 bae thanh da day, Thude khén
phat tac dyng uhanh va kigm scdt tie déng thing qua ive ehié o6 hoi phye s tiét acid dich vi voi lidy
dimg hing ngay.
Omeprazol 1 mét baze yéu, duae p trung v bidn 0di fhinh daug of hoat tinh trong moi mrémg acid
cag cus cic dog nfi bao trong 18 bho thinh. Thube tie ddng vio eiai doan cudi cia sy hinh thanh acid da
déy bang each ngin chin hoat ddng cua H+K+ATPsse ol 1f biko thanh dg dty. Kha niing ire ché phy
thwsde vio lidu diing, thude ed tic dyng tén sy bai tiér acid & trang thai co bin va trany (ki kich thich,
it ke tic nha kich thich gay titacid,
Tdc dyng dirge brc hge
Tit cd cac the dung duve lus hoa g
surtiéacid.
Tdcduglen o iéracid da divy
Omeprazol liu udng 1 1in/nghy ire ché ranh chéng va higw qua s tiél acid da day od ngly vidém, dat
the dung 161 da lrong 4 ngay didu . Vi emefimzol liéu 20 mpg. gidm t&i thidu 80% lwong acid dp day
mong 24 i3 vd sau 46 dwoc duy bl ¢ bénb ihin loé 1 trang, gidm khoang T0% hrgng acid sin xudt son
khi kich Mich b pentagasttin trong 24 giéy diing thude.
Omeprazol 20 mg dimg duengp udng duy i pH trong da diy = 3 rong khodng thirl gizn trung binh 13 17
2iow2d gior o bénh nbdn loet L tring.
Nher ot e gua ciiz vige giam nét acid v ndog db acid trong da dity, tliy thude Héu, omeprazol lam
gifm hode binh thitsmg héa sy thép xibc vod acid cin the quan o béub ohin WHo sguge da day - e
quan,
Sw e ché bai tiét aicd lién quan ddn didn tich dindi durimg cony némg d6 - thoi gian trong huyés rong
(AUC)cia omeprazol vi khéng lién quan dien ndng 46 thyrc # rong huyét twong i mat thin i ém nhét
dink.
Khongghi nhin sy dung ngp thude nhant chi didu trj véi omeprazel

sét v oo thé &

giitd thich bing tic dung cis emeprezol 180

Higugrat tréndiéu i H pulori
# pvlorilién quan dén bénh loct da diy 1 téng, /. prlori cing voi acid da day K ahime yéu  quan
trong trong sy phit tidn bénh 1odt da ddy of ming. H pyart ciing 1 nguyén nbin chinh oy viém da
diytea lam Bing nguy co phat tridn vog thy da diy.
Didr tru M. pyfort bing emeprazol v thude khdng sinh c6 lign quan dén ty 1§ lanh vét loé cao vi sy
thuyin gridm 1n dai. .
Phic d8 2 thudc dh thir nghiém v che thiy it hisy qua how so voi phii bup 3 thude, Tuy nhitn, of thé
xerm xét hua chon thay lhgkhi %y raede muing hop qua mdn & phic dé 3 thude,
Téy dung khic lign quan dém s ic chévidracid
Trong {héri g@an diéu tn dAi han. o nang tuyén da dhy 88 dirge bio cle véi tin sudt gia ting, 1 b qua
sinth ¥ ciie s ire ché tiél acid, Tuy nhién, uhdng thay a8 nay lauh tioh v c6 thé héi phoe.
Sy glam acid da dy do bt bibign phip sio ba gdm (o ché how proten. tam ting sé lueng vi khudn da
diy thustme cd trong duém g tigu hoa. Disv iri bing thude irc ché tidh acid cd thé din déy ting nbe nguy
¢o nhiém tring dudmyg idu héa abi Satmonedia vh Campylobacrer vi khi nang nhidm Closwidium
difficile & binhnhin didu t 0ot
Teong thir gisn didu trivoi thude kluing tiét, gastrin huyét thanh tog 48 dap ing vai s giim rigr acid.
(‘;5.‘\ eling1ang do gidm ndng dé acid da day. Vie thiog mue CgA cothé cin g vige kidm tra cag khdi u
thiin kinh ndi tiet. 'ai ligu bao cdo che thiy rhng vide didu tr bng thudc irc ché bom proten nén dimg
lai it nhdt § ngay trwde khi do CgA. Néu mire CgA va gastrin khéng i li binh huimg sau 5 ngly,
phép 3o nén duoc lap lai sau 2 tan ngimg ditu i bing emeprazo] dé mive CgA cb th quay ted lai
pham i tham ehiew.
Viée ting 56 lupng 1€ biio ECL o6 thé lién quan dén s gia tog nbng dd gastrin trong huyér thanh, da
dirore quan sétthiy & métsd bénh nhin (ci ngudn lon vatee em) trong sudt thid gian digw 1 kéo dai vai
omeprazol, Tuy ahién, khing ¢ dnh huomg ding kéiréa 18m sing.
Diin s isem
Trong mdt nghién ciry khiing dé chirmg tmém ré em grir 1 dén 16 1u8i) ¢4 bénh viém thire quan nighiém
trong do trio hgwoe, ubng omeprazol lidu 7 - |4 mg/ky &3 cii thidn dnh cung viem thee guan or90%
trwong hop va gifm ding ké tidu chimg trho ngwoe. Trong mét nghién el mi don, e em tis 0 - 24
théng tuoi chin dodn trip o da diy — thuc quin d& duge diﬁlu tri voi omeprazel lidu 0.5 hoae 1.5
mg kg, TénsuAtnon tré/tdo nguoe gidm 50% sau 8 tuiu bat ké lidu dliog,
Didteris 5, pyfori dtre.em
Mipt nghién ciru ngaunhién, ma ¢di (ughién ciru Heliol} cho thiy omeprazol tong phdi hop
véi 2 khang sinh (smoxicillin va clarithromycin) dat duere an todn vi hién qud trong diew w5, guloni @
tréem> 4 udi mic baoh viém dg dy, v 18 dig trir 5 it 1874,2% (7331 bénh nhin) véi omeptazol
+ amonieillin + clarithromyein so véi 9,4% (3732 bénh nhin) doi vér amoxicillin + elarithromyein,
Tuy uhién, khing c6 bng ehimg cha hit ki Joi ich 14m shng nko déi vét triéu ching kho tién. Nighién
cir khong oo thang tin ¢heo tré em « 4 tudi,
BAC TINIDUQC DONG HQC
Hipthu
Omeprazol va omeprazol magnesi khing bén trong mis cuémg acid, de dé durge ding dusi dang bgt
bao ten rong rdt diedd dgng vien nang hede viéu nén, Omeprazol duoc hip thy nhanh chéng. nbog 45
dinh trong huydt tweng dat duge sau | - 2 giir ding thude. Omeprazol dugc hip thw & gt non va hip
thu hoan todn sau 3 — 6 gi¢, Thire 48 khiig anh huong dén sinh khd dung. Sinh khé dyng rir lidu ubng
duy nhdt omeprazel i khoang 40%. Sau khi dimg I3p loi li#y | lin/ngay, sinh kha dutig ting lén
khoang 60%,
Phin bd
Thé tich phan b trén cac di lugnyg khie manh khodng 0,3 Vkg trong lirgmg co thé. Omeprazol ghn két
voi 97% protein huyét teone,
Chuyén héa
Omeprazol duge chuyén héa hoan toén bii hé thdng cytochrom P50 (CYP). Sy chuydn hoa chia thude
chit yéu qua CYP 2C19, dong vai trd rong sy hinh thamh cia hydrox: razol - chit clwyen hoa
chiuh treng huyét (wong, Phin con li chuyén héa qua | ding vikhde, CYP 3A4, ddng vai rd rrong sue
hinh thiwh sulfon emeprazol, Do 4i irc cao véi CYF 2C19, omeprazal o khéa ning (o ché canh franh
v turong tac voi cic chilt nén khde i CYP2C19. Tuy nhién, do di luc thip vei CYP A4, omeprazol
khéng e6 khi ndng e ché sy chuyén hoa clie cac chit nén khidc cia CYP 3A4, Ngodi ra. omeprazol
khimg u6 tac dung (re ché cic enzym CYP khde. Khodng 3% din 56 datehng v 15 - 20% din sé chin A
thidu mét chuc ndng CYP 2C19, 0 céc ca ubn ndy. su chuyén héa can smeprazol oé 12 dirge
xie tde chiydu béi CYP 3A4. Sau khi [§p lai idu 20 mgngay, AUC trung bink cua ameprazal & nhim,
nigued iy cao gdp S — 10 lan s0 viri ngud of enzym chite ning CYP2C19. Ndng dé dinh trong huydr
brerng ciling cao gip 3 -5 lan, Kétqua nky khing cé fign quan dén lidu chaomeprazcl.
Thal trir
Thar ginn bén thiti mong huyét rong cun omeprazol {hirong ogin hoo mit gid sau khi uéng lidu duy
alit hay lidu Wp lai, | 13n/ngdy. Omeprazol dugc thii mr hodn oin khak hayét tong gilia cic lidu,
khdng ¢ xu buéng tich liy khi dimg thude | 13n/ngay. Gdn 80% lidu udng cile omeprazol duge thai mir
durer dang chit chuydn hive qua nuée fidu, phin cén lai qua phin chi yéu od ngudn goc L bai it mal,
Tuyén tinhkhéng tuyén tinh
AL ciia omeprazel ting ki dimg lp lgi. Sy gia g nay phy thuge vao lid lugng vi din déa mi
turong quan ligw lwonyg - AUC Khéng fuydn eih sau ki diog Wp lod. Sy phy thude vao thed gian vi Tiéu
lrong may 1a do gidm chiyén héa Ian din va 30 thenh thai toda than oo thé gay ra bii su e chié enzym
CYP2C19 claomeprazol virhodic che chitchuydn hoa i né (nbrsulfon),
Klionged ehilt chuyén héa nio drge phét hidn od bitks inh burémg no dén syrtiétacid da day.
75 - bi

Binh nhiinsup gar
AUC el omeprazo] ting & hénh nhin o ehire ning gan sy gidm, Omeprazol khing ¢& % hwéng tich
Viiy thube khi ding liéw 1 lin‘ngay.

Beénh nhdn sup thin

Dhrore dong hoc cua omeprazol. bao gdm sinh kha dung todn thin vA 1 18 thii imir khdug ddi & bénh
nhdn suy gidm chite n2ing thin,

Binh nhdn caa puii

Mire dé chuyén héa cia omeprazel giam mit ghin mo d0 & ngudi cao wdi,

Trong qua trinh didu tr & lidn khu&én cio che tré om bir | nam i, ndng 35 thuds dat dugc rong huyél
Lurong Duerng i1 8o ver g bm. O oed dud 6 thing 1081, 43 thanh thai cis omeprazel thap do kbi nang
chuyén hoa thip,
QUY CACHDONG GOI
MIOMAZOL 20
Hép03/05/10 vix 10 vien nang ciug tan trong rude. Vibdm Al AL
MIOMAZOL 40
Hp05/10+i % 05 vién nang cims tan tong ridt Vibdm Al—AL
BAOQUAN
Mot khé, dudri 30°C. Trdnh anh sing,
HANDUNG
36 thing (ke tir ngiy sin xudt).
TIEUCHUAN CHATLUQNG
Tiéu chuiin cosa,

HASAN

CONG TY TNHII LIEN DOANH
HASAN - DERMAPHARM
Lo B, Puimg s6 2, KCN Déng An, Binh Diromg, Vit Nam




