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LUSTAFA40

T Omeprazol 40 mg
| Natri bicarbonat 1680 mg
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MEBIPHAR

Thuoc bot pha hon dich
Hop 30 goix 3 g

GMP-WHO

EINBOIRIOL. . .isvisisisvminisinsis 40 mg
Natri bicarbonat........ AR 1680 mg
Taduge viifa dli.......ocoeeeveveeeeeennnnn. 3g

CHI PINH, LIEU LUGNG VA CACH DUNG,
CHONG CHI BINH, CAC THONG TIN KHAC:
Xin doe trong t& hudng dan sl dung.

BAO QUAN: Nhigt d§ khéng qué 30 °C,
trdnh &nh séng va &m.

TIEU CHUAN: TCCS
SPK: VD - XXXXXX

Pé xa tém tay tré em
Doc ki hudng dén sit dung frudc khi diing

. Sd Id 8X/ Batch No.:

Ngay SX/ Mig.Date:
HD/ Exp.Date:

San xudt tai:
CONG TY CO PHAN Z
DUQC PHAM VA SINH HQC Y TE

L6 111-18 duting 13, KCN T4n Binh,
Q. Tan Phu, TP. H8 Chi Minh.

R Prascription Drug Only GMP - WHO

LUSTAFA 40

Omeprazole 40 mg
Sodium bicarbonate 1680 mg

Powder for oral suspension
Box of 30 sachets x 3 g

MEBIPHAR

COMPOSITION: Each sachet contains:

Omeprazole........... SRR 40 mg
Sodium bicarbonate.......... 1680 mg
EXCIpients q.8. . ccvvrneiniesiniinesrennns 3g

INDICATIONS, DOSAGE AND
ADMINISTRATION, CONTRAINDICATIONS,
FURTHER INFORMATIONS:

Please read leaflet insert.

STORAGE:
Temperature not exceeding 30 °C,
protect from light and humidity.

SPECIFICATION: In house's

| Reg.No: VD - XXXXXX

Keep out of reach of children
Please read the leaflet carefully before use

Manufactured by:
MEDICAL BIOMATERIAL
AND PHARMACEUTICAL JSC.

Lo lll-18 Street No.13, Tan Binh IP.,
Tan Phu Dist., Ho Chi Minh City.
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k3 HUOGNG DAN SU DUNG THUOC

Rx ZUSTAFA 40
Dé xa tdm tay tré em.

Doc k9 huwdng din siv dung truwde kil ding.

Thude nay chi diing theo don th ube.

1. THANH PHAN CONG THU'C THUOC: 1 g6i 3g chira:

Thanh phd‘n hoat chdt:
Omeprazol
Natri bicarbonat
T4 duge

40 mg
1680 mg
vira da 1 goi
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Thanh phafn td durge: Xylitol, sucralose, xanthan gum, tutti fl1:lilti flavor, sucrose.
2. DANG BAO CHE: Thuc bjt pha hdn dich. Thubc bot mau tréng, vi ngot, c6 mii thom déc tnme.
3

. CHI PINH:
- Diéu trj ngén han loét té trang (4-8 tuan).

- Piéu tri ngén han loét da day lanh tinh (4-8 tuan).

- Bénh trao ngugce da day thyc quan (GERD).

+ Céc triéu chimg cua GERD: Diéu trj ¢ néng va cac triéu chimg khéc lién quan dén GERD trong

4 tuAn.

+Viém thuc quén c6 bao mon: Pidu trj ngén han (4-8 tuin) da dugc chin doan béing ndi soi.
Chua co bing chimg vé hi¢u qua diéu trj viém thuc qudn c6 bao mon trén 8 tuan. Néu bénh nhin
khéng dap tmg voi 8 tuln dieu trj, c6 thé ting thém t&i da 4 tudn, Néu co tai phat viém thuc

quan c6 bio mon hodc cic trigu chimg lién quan

tudn diéu tri.

dén GERD (¢ néng), can nhic tang thém 4-8

- Pidu trj duy tri sau khi chita lanh viém thyc quan c6 bio mon khong qua 12 thang.
- Giam nguy co xuit huyét dudng tiéu héa trén & bénh nhan trong tinh trang nguy cap.

4. CACH DUNG, LIEU DUNG:
Cdch dang:

- Ding duomg udng khi da day trong it nhat 1 gid truc bira an. Pha 1 goi thudc bot trong coc véi
1-2 mudng canh nuéc, khéng dung dung dich hodc thirc &n khac, khuay déu va uong ngay, trang

lai cdc voi nude va udng.

- O bénh nhin dang dugc nudi dudng qua ong thong mili — da day (NG) hoac bng thong miéng —
da day (OG), tam ngung si dung ong thong khoang 3 gio trudc va 1 gio sau khi udng

ZUSTAFA 40.

- Pha gbi thudc véi khoang 20 ml nudc, khéng dung dung dich hodc thirc dn khdc, khuéy déu va

diing ngay lap tic. Ding ong bom thich hop dé truyén hén dich vao éng thong. Trang ong thong

v6i 20 ml nude.
Liéu ding:
Lidu khuyén cdo cho ngudi lém tir 18 tudi
Chi dinh Li¢u khyen cdo Thai gian dieu tri
Piéu trj ngan han loét ta trang 20 mg 1 lan/ ngay trong 4 tudn **
Loét da day lanh tinh 40 mg 1 1in/ ngay trong 4-8 tuan **
Céc triéu chimg cia
Bénh trao ngugc da | GERD (khéng c6 | 20 mg 1 1an/ ngay, 1én dén 4 tudn *
day thyc quan | bio mon thuc quén)
GERD Viém th uan coé "
( ) b;gn;muc 3 20 mg 1 1an/ ngay trong 4-8 tuan *
Dicu tri duy tri sau khi chira lanh viém | 20 mg 1 lan/ ngay *
Trang 1/8
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re quin cd bo mon S ALY

- Libu khari ghiu AOmg, tifp dén
Gidm nguy co xufit huybt dudmg titu hon P dimg ligu 4onty mdi 6-8 gier va
irén & banh nhin trong tnh trgng npuy edp g 40mg md| npay. sau. do Arong

14 ngay * ALLEIY

114w hét bénh nhin lnh vét loét trong vong 4 tulin, mOt s6 bénh nhén cb thé duge yéu chu dig
trj thém 4 whn, BT
+ Thong tin bd sung. ol
+ Nghién ciru co kilzm sodit khong kéo dii hon 12 thang,.
D3I nymg dde bigr:

Bénh nhén suy gan: Clin nhiic gidm lidu, diic biét trong diéu tr duy tri sau khi chtra lanh viém
thye quin ¢6 bdo mon.

Khong dwge thay thé 2 goi ham lugng omeprazol 20 mg bing 01 gbi 40 mg hoac ngugce lai.
CHONG CHi DINH:

Qud min v&i biit ky thanh phin ndo cia thube. Phin {mg qua min bao gom soc phan v¢, phi
chh, co thilt phé quan, viém thin k& cflp tinh va ndi may day.

6. CANH BAO VA THAN TRQNG KHI DUNG THUOC:

- O nguti 16m, ddp {mg tri¢u chimg véi ditu trj bing ZUSTAFA 40 khéng loai trir sy hién dién
cda bénh da day dc tinh. Cén nhiic bd sung viéc theo ddi va chan doan & nhimg bénh nhéan c6
dip img dudi mirc 161 wu hofc téi phét trigu chimg sém sau khi hoan thanh diéu tri bang thude
irc ché bom proton (PPI). Cén nhiic ndi soi & nhimg bénh nhan 1ém tudi.

- Viém thén k& cép tinh da dugc phat hién & nhimg bénh nhan dung PPI bao gom ZUSTAFA 40.
Ngimg str dung thube néu tién trién viém thin k& cap tinh. )

- M&i goéi ZUSTAFA 40 chira 1680 mg natri bicarbonat, xem xét ham lugng natri ciia thude khi
diing cho bénh nhén c6 ché d3 in han ché natri. Thén trong ding thude cho bénh nhan mic hdi

chimg Bartter, ha kali mau, ha calci mau va cac van dé vé su can b%.ng acid — base. Dung thoi
gian dai bicarbonat véi calci hodc sira c6 thé giy ra hoi chimg sira kiem. Si dung natri

bicarbonat man tinh cé thé din dén nhi®m kiém toan than, ting natri c6 thé din dén phi né va
ting cén.

th

- Liéu phép PPI nhu ZUSTAFA 40 c6 thé lam ting nguy co tidu chiy do Clostridium difficile,
dic biét & nhimg bénh nhén diéu trj trong bénh vién. Chin dodn nay nén duge can nhac khi tinh
trangéliéu chay khéng céi thién. Sir dung liéu thip nhat va thai gian diéu tri bing PPI ngin nhit
co thé.

- Thubc irc ché bom proton (PPI) ¢6 thé lam tﬁn‘g nguy co gdy xuong lién quan dén loang xuong
dbi véi xuong hong, xwong ¢b tay holic c6t song. Nguy co giy xuong ting 1én & nhimg bénh
nhan ding liéu cao, nhiéu liéu méi ngdy va ligu phap PPI dai han (1 nim hofc 1au hon). Sir
dyng liéu thAp nhét va thoi gian diéu tri PPI ngdn nhat c6 thé.

- Lupus ban do da (CLE) va lupus ban do h¢ thong (SLE) da duge bao céo & bénh nhan uéng PPI,
bao gdbm omeprazol. Nhimg phan (mg nay xay ra ngay khi khéi phat va dot cip clia bénh ur
mién. Phén lén céc trudng hgp lupus ban do do PPI giy ra 1a lupus ban d6 da (CLE). Lupus ban
do hé thong (SLE) lién quan dén PP thudmg it duge bao cdo hon CLE va thuémg nhe hon so vai
lupus ban do hé théng (SLE) khong do thude gy ra. Khoi phét lupus ban do hé thong (SLE)
thudmg xdy ra trong vong vai ngay dén nhiéu nim sau khi biit ddu diéu tri. Bidu hién chinh &
bénh nhén 1a bj phét ban; tuy nhién, dau khép va giam bach cau ciing di duge bio céo.

- Trénh sir dung céc PPI lau hon chi dinh. Néu céc diu hiéu hofic triéu chimg cho thiy lupus ban
do da (CLE) hogc lupus ban do hé thong (SLE) dugc ghi nhin & nhimg bénh nhan dang dung
ZUSTAFA 40, ngimg thubc va thong bdo véi bac si. Hiu hét bénh nhan dugce cii thidn khi
ngimg sir dung PPI trong 4 dén 12 tuan,

- Tranh dung ddng thi ZUSTAFA 40 véi clopidogrel. Sy (e ché két tip tiéu cdu bai clopidogrel
la do mdt chit chuyén héa cé hogt tinh. Sy chuyén hoa cia clopidogrel véi chét chuyén hoa cé
hoat tinh ctia n6 ¢6 thé bj suy yéu khi sir dyng ddng thoi véi mt s0 logi thude nhw omeprazol
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chét gdy cin tr& hogt djng cia CYP2C19, diin dén lam gidm hoat tinh duge Iy
ngay cA khi dung céich nhau 12 gid.. Ciin nhic li¢u phép thay thé khi sir dyng ZUSTAFA/ ;

- Pitu trj bt ky loai thubc trc ché axit ndo trong mdt thoi gian dai (hon 3 namy ¢6 thd 'din dén\~

kém hap lhu cyanocobalamin (vitamin B12) géy ra bL'!l sy giam axit djch ¥j. C H”ﬂﬁéd”hdn ‘

doan ndy néu cc tri¢u chimg 16m sing cho thﬁy sy thiéu hyt cyanocobalamin. .m ANIHT ”“

- Ha magié mdu, cé va khéng c6 tri¢u chimg, hiém glip & nhirng bénh nhén duge 1eu e b:’mp;
trong it nhét 3 lh{mg. da phéin céc trudmg hop sir dyng PPI sau | nam, Céc trigu ch

; €m

trong bao gom co cimg co, loan nhjp tim va co giét. Phan 16n cac bénh nhén gap tinh trang nay
dm;rc yéu cau bd sung magié va ngung PPL.

- Néu dy tinh didu tri kéo dai hodc dung PPI ciung véi cac thudc nhur digoxin hoac thube c6 thé
gdy ha magié miu (nhu thude lgi tiéu), kiém tra ndng do magié trude khi bat dau diéu trj véi
PPI va dinh ky theo dai.

- Cic thubc giy cim tmg CYP2CI9 hodc CYP3A4 gnhu St. John's Wort ho#c rifampin) cé thé
lam giam dang ké nong dp omeprazol. Tranh dung dong thdi cac thube nay.

- Nong dd chromogmmn A (CgA) trong huyet thanh téng thir phéat do syur giam ndng d¢ axit da
day do thucrc gay ra. Muc CgA téng c6 thé gay ra két qua duong tinh Exé trong xét nghiém chin

doan céc khéi u thin kinh ndi tiét. Bénh nhén nén tam thoi ngung di€u trj vé1 omeprazol trudc
khi dnh gia mirc CgA va cén nhic néu mirc d§ CgA ban dau cao.

- Du.ng dbng thai PPI vai methotrexat (chi yéu & liéu cao; xem thong tin ké don methotrexat) co
thé gay tﬁng cao va kéo dai ndng dé methotrexat va/ hodc chit chuyen hoa cua né trong huyét

thanh, ¢ thé dan dén ddc tinh methotrexat. Khi ding lidu cao methotrexat, can nhac ngung tam
thoi PPI & mot sd bénh nhén.

|
-/

- Dimg PPI lam ting nguy co polyp tuyén day vi, nguy co tang 1én khi sir dung kéo dai, dac biét la
sau 1 nam. Hau hét ngu’m dung PPI phit trién polyp tuyen day vi deu khong c6 triéu chung va dugc
xac dinh tinh ¢& qua ndi soi. Nén dung liéu phap PPI véi thoi glan diéu tri ngén nhat ¢6 thé.

- Tré em: An toan va hi¢u qua cua ZUSTAFA 40 chua dugc thiét lap & tré em dudi 18 tudi.

- Ngudi cao tudi: Khong coé su khac biét vé an toan va higu qua gilra ngudi cao tubi va ngudi tré
tudi, nhung khong loai trir 4§ nhay 16n hon ¢ mot sO ngudi 16n tudi. Khong cin diéu chinh liéu
& ngudi cao tudi.

- Suy gan: Can nhiic giam heu, dZc biét 14 diéu trj duy tri sau chia lanh viém thuc quan ¢ bao mon.

- Suy thin: Khong can diéu chinh lidu.

- Ngucn Chau A: Giam lidu dic biét la diéu trj duy tri sau chira lanh viém thuc quan bao mon.

- Thubc c6 chira sucrose. Bénh nhén ¢ cac van de di truyén hiém gip vé khong dung nap

fructose, kém hap thu glucose-galactose hoac thiéu men sucrase-isomaltase khong nén dung
thudc nay.

7. SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU:
* Thoi ky mang thai:

Chua ¢o nghlen ciru day da va kiém soét tot vé sir dung ZUSTAFA 40 & phy nit mang thai. D
ligu dich té hoc khong chimg minh nguy co gia ting dj tat bam sinh hodc céc hau qua ngoai y
mudn khéc khi sir dung omeprazol trong 3 thing ddu thai ky. Khong thiy gay qum thai trong cdc
nghién ciru sinh sén ¢ dong vat khi cho chudt va thd udng esomeprazol magle v4i lidu 1an luot
khoz'mg 68 14n va 42 lan liéu udng 40 ‘mg & ngudi (dya trén dign tich bé mit co thé cho mot
ngudi 60 kg). Tuy nhién, nhimg thay d6i trong hinh thai xuong da duge quan sét thiy & con cia
nhimg con chujt da duge ding thude trong phﬁn 16m thoi gian mang thai va cho con bu & liéu
bing hodc 16n hon khoang 33,6 lan 50 voi lieu udng 40 mg & ngudi. Do anh hlIO‘ng cua liéu cao
esomeprazol magié trong v1¢c phat trién xuong trong cac nghién ciru trén chudt, nén chi sir dung
ZUSTAFA 40 trong thai ky néu loi ich vuot trdi so véi nguy co c6 thé xay ra cho thai nhi.
* Thoi ky cho con bi:
Tim thdy omeprazol Jrong stra m¢ sau khi uong ligu 20 mg. Nong d¢ dinh cla omeprazol trong
sita me it hon 7% ndng do dinh trong huyét thanh. Omcprazol duge tiét vao sira me, kha nang
gdy ra phan (mg phy nghiém trong & tré bi me va gay khéi u duqc phat hign trong nghién ciru
gdy ung thu ¢ chudt, do d6 ngumg cho con bu hoidc ngung thude phu thugc vao tim quan trong
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con thude Abi v gt me. Thém vio do, natri bicarbonat nén dirge air duﬁﬁ (hin trgng & phy

pitchocon b,

5. ANHHUGONG CUA THUOC LEN KHA NANG LAT XFE, VAN HANH MAY MOC;
Chura c6 bang chimp v anh Inrimg cta thude 16n kha nang 14 xe, vin hilnh méy maa, Thy rhién
pénh nhin can duoe canh bao do thude o6 i dung khdng mong mudd [4 nlih mad Bodm o,

rn.

0. TUONG TAC, TUONG KY CUA THUOC:

s D3I vdi ede thude cb sinh kha dung bj dnh eimg had pll da diy:

. Do tac ddng trén bai tié axit da day, omeprazol ¢b thd 1Am gidm sy hﬁp thu ciia che thube ch
sinh kha dung phy thude vao pH da diy nhu ketoconazol, atazanavir, mudi sht, erlatinib v4
mycophenolat mofetil (MMF).

- Dang ddng thii digoxin véi ZUSTAFA 40 c6 thé lam (ang sy cb mit coa digoxin. Theo dai
bénh nhéin khi sir dung dr.‘mg thoi digoxin vai ZUSTAFA 40,

- Dung ddng thdi omeprazol va MMF & nguiri khoe manh va & bénh nhén ghép tang di duge bén
cho 1a giam sy c6 mdt ciia chit chuyén hoa cé hoat tinh, axit mycophenalic (MPA), cb6 the do
giam d¢ hoa tan MMF khi pH da day tang 1én. Thin trong khi diing ZUSTAFA 40 & bénh nhin
ghép tang dqng dung MMF.

* Doi vai thuée chuyén héa qua Cytochrom P450 (CYP): .

- Omeprazol 6 thé kéo dai thai gian thai trir diazepam, warfarin va phenytoin, cic loai thudc
duge chuyén héa bdi qua trinh oxy hda tai gan. Chi sé binh thuimg héa quéc té (INR) va thai
gian prothrombin ting & bénh nhan ding déng théi thubc irc ché bom proton, bao gom
omeprazol va warfarin. Vigc tang INR va thoi gian prothrombin cé thé din dén chay mau bat
thudmg va tham chi tir vong. Bénh nhan dugc dieu trj bing thudc (e ché bom proton va warfarin
cin duoc theo ddi ting INR va thdi gian prothrombin. )

- Di ¢6 bio cdo 1im sing vé tuong tic v6i cdc thubc khic dugc chuyén héa qua hé thong
cytochrom P450 (vi dyw: Cyclosporin, disulfiram, benzodiazepin) trir theophylin hodc
propranolol. Theo ddi, cin nhic diéu chinh liéu lugng ciia cdc thude nay khi ding dong thoi Vol
ZUSTAFA 40. '

- Ding dbng thi omeprazol va voriconazol (mét chit trc ché ca CYP2C19 va CYP3A4) dan dén
ting gap déi su c6 mit clia omeprazol. Thutmg khong cén diéu chinh liéu omeprazol.

- Cic thubc cim img CYP2CI19 hoic CYP3A4 (nhu rifampin) cé thé gdy giam nong &&
omeprazol huyét thanh. St. John's worth lam giam tiép xic toan than cua omeprazol doi v&i
nhém ngudi c6 men chuyén héa kém va nhém ngudi cé men chuyén hoa rong CYP2C19. Tranh
ding dong thai St. John's wort hodc rifampin véi omeprazol. )

- Khong ding ddng thdi véi céc thubc irc ché bom proton va atazanavir vi lam gidm ding ke
ndng do atazanavir trong huyét tuong din dén lam giam hi¢u qua diéu tri. '

- pH da day tang trong diéu tr biing omeprazol c6 thé lam thay déi sy hp thu ciia thude khing
retrovirus. Nong do atazanavir va nelfinavir trong huyét thanh giam khi ding chung véi
omeprazol. Do d6 khong dung dong thoi omeprazol véi cac thuoc nhu atazanavir va nelfinavir.
Néng dp saquinavir trong huyét thanh ting da dugc béo cdo khi ding chung véi omeprazol. Can
nhic giam lidu saquinavir dya vao sy an toan cho u‘l'ng bén!l nhan.

- Chbng chi dinh ding chung clarithromycin vi ¢6 the dén dén phan img phy nghiém trong.

- Omeprazol 14 chét c ché CYP2C19. Clopidogrel duge chuyen héa thanh chat chuyén hoa c6
hoat tinh mjt phén boi CYP2C19. Ding dong thoi véi omeprazol 1am gidm ndng d¢ trong huyet
twong céc chat chuyén héa c6 hoat tinh cia clopidogrel va gidm Gc ché ticu cdu. Trinh ding
dbng thoi ZUSTAFA 40 véi clopidogrel. Khi dung ZUSTAFA 40, cin nhic thay the li¢u phdp
chbng tiéu cau khic. )

- Ding dbng thoi omeprazol va tacrolimus c6 thé lam lﬁr‘lg néng‘dé tacrolimus trong huyet thanh.

- Thude gy giam do axit da day dn dén ting sin céc te bao giong nhu enterochromaftin (1é bdo
ECL) va lam tang nong do chromogranin A (CgA) trong huyet thanh, di¢u nay dnh hudng dén
chén dodn céc khbi u than kinh ni tiét.
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. Dun ddng thai PPI v methotrexat (chi ybu é i P .

Eact]?olrcxal viV/ hogic chiit chuydn h(n(n lnytfrnxynlllcélllic?::'::;?t(., thé gy ting cao T{k?i,‘“’:' "f‘“ﬂld"

0. TAC DUNG KHONG MONG MUON CUA THUOC: S twm Y

cic phin tmg phy nghiém trong i duge md th trong myc cénh béo va thin tkgng Hhir 9da! Vigm!
(hiin k& clp tinh, tiéu chdy do Clostridium difficile, gy xuong, lupus ban 40 & M'%-Héflhﬁn
(hiéu hut cyanocobalamin, hp magié méu, polyp tuyén day vi. N 4 i

+ Ditligu tir ede thir nghigm lGm sang: VI che thir nghi¢m 14m sang duge thyc hi&&du&j e4c diéu
kién khic 1_1E'-nu. t.}" 1¢ phan tmg phu trong cdc thir nghi¢m lam shn(i; ctia mot thude khdng thé so
sdnh tryre ticp voi ty 1€ trong céc thir nghi¢m ldm sang cta loai thuoc khéc va cé thé khéng phan
gnh 1y 1¢ trén thye té,

- Trong thr nghiéng 1&m sang trén 465 bénh nhin & M§ ding omeprazol, 2.631 bénh nhén va céc
dbi tugng trén the gi6i diing omeprazol, cée phén (mg phy duge béo céo xdy ra &ty 1§ = 1% la:
Pau dau, tiéu chay, dau bung, bugn ndn, nhiém khuén duong hé hap trén, chéng mat, non mira,
phat ban, tdo bén, ho, suy nhugc, dau lung, dﬁy hai, chirng trao ngugc axit, dau déu.'

. Trong thir nghiém lam sang c6 kiém sodt trén 178 bénh nhén trong tinh trang nguy cap ding
omeprazol 40mg/ ngay trong 14 ngdy, cac phan Ung phy xay ra & ty 1¢& > 3% nhu sau:

+ Hé théng mau va bach huyét: Thiéu m4u, thiéu mau trim trong hon, giam tiéu cau.

+ Réi logn tim: Rung tim nhi, nhip tim chgm, nhip tim nhanh trén that, nhip tim nhanh, nhip tim

’ nhanh that.

+ Rél loan tiéu hoa: Téo bon, tiéu chay, g]ﬁ_]‘n kha ndng van dong da day.

+ Réi loan tong quat va tai ché: Sét cao, phu,

+ Nhi€m khuan va nhiém ky sinh tring: Nhiém ném Candida, nhim Candida & miéng, nhiém
khuan, nhiém khudn dudmg tiét niéu.

+ Khao sat: Xét nghiém chirc ning gan bat thuomg.

+ Réi loan chuyén héa va dinh dudng: Tang luu lugng mau, ting dudng huyét, tang kali méau,
ting natri méau, ha canxi méu, ha dudng huyét, ha kali mau, ha magié méu, ha natri mau, ha
photphat mau.

+ Réi loan tim thén: Kich dong.

+ Réi loan hd hép, 1ong nguc va trung thit: Hoi chimg suy ho hap cép tinh, viém phoi bénh vién,
tran khi méang phéi, suy hd hép.

+ Réi loan da va md dudi da: Loét tu thé nam, phat ban.

+ Réi loan mach: Ting huyét ap, ha huyét ap.

* Dir ligu sau khi th uoc lwu hanh trén thj truwong: Khong thé uéc tinh tin sudt xuat hién hodc

thiét 1ap méi quan hé nhan qua véi viéc sir dung omeprazol.

Toan than; Phan img qua mén bao gdm phén img phan v§, sdc phan vé, phu mach, co thit phé

quan, viém thin k&, ndi may day, sbt, dau, mét moi, kho chiu va lupus ban d6 hé thong.

Tim mach: Pau ngyc hodc dau thét nguc, nhip tim nhanh, nhip tim chém, danh trong ngyc,

huyét ap cao va phi ngoai bién. o

Tiéu hoa: Viém tuy (mot s gy tir vong), biéng &n, kich thich rudt két, ddy hoi, phan doi mau,

nhim Candida thuc quan, teo niém mac ludi, khd mi¢ng, viém mi¢ng, sung bung va polyp

tuyén day vj. U carcinoid da day ta trang da dugc bdo cdo & nhimg bénh nhédn cé hi chimg

Zollinger-Ellison diéu trj lau dai véi omeprazol.

- Gan: Nhe va hiém khi c6 sy ting 1 rét cua cdc xét nghiém chirc ning gan [ALT (SGPT), AST

(SGOT), - glutamyl transpeptidase, phosphatase kiém va bilirubin (vang da)]. Trong mdt s it

truong hop, bénh gan da xay ra bao gom viém té bao gan, r mét, hodc viém gan hon hop, hoai

tir gan (mat sb gay tir vong), suy gan (mot sO gay tir vong) v? b¢nh ndo do gan.

Nhiém khudn va nhim ky sinh trung: Tiéu chay lién quan dén Clostridium difficile.

Réi loan chuyén héa va dinh dudng: Ha natri mau, ha dudng huyét, ha magié méu va ting cén.

Co xuong khép: Chudt rit, dau co, yéu co, dau khdp, gy xuong va dau chan,
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100 thAn Kinh/ thm thn: 1AL Toan thm thAn bao b tehm chm, kil Mmf' h'llu_{frﬁnu. b b, 16

|An, il npd, clng Ihﬁnu. run thy, iy o, b i, Do b, WAt thardmg v phidgd mt, shiing mar, di
cAm VA O Toan e plde o mby. N \

T WA Chay mdn cam, dan hong L’ | |* |
P Cae phin ang da Wige quit nphibm trong bano ghim Wol ehimg hool 1 da ahi®id 82100
bt sd 1 Vo), hol ewimg Stevens — Jonhson, Tupus ban dé da va hidng ban di dgng, han xudt
vt VA hod dhm xuh Doyt (mon b b khi 141 s dung hay tang ibu thude ), viem da.nhl ',Fn,a,y
Any, phomech, npin, nhay cm vk dnh sang, rung 16c, da khi v tang 1iét md hai.
- Chin i ABe BEEE U tal, o oan v) plde.
o MA MO AL Kl vmg mbg hob chimg khd mAt, teo thin kinh thi gige, bénh thin kinh thi gihe
Ao tid mav eye b phia tnade, viem day thin kinl (hj gife vi song thy. -
< Nigu sioh dues Vigm thin md ke (mot s binh nhin c6 két qua duang tnh khi thi sir dung has
thng I thade), nhidm khuhn didmp 1 ni¢u, mi trong nudre tidu khi soi hién vi, thn sudt tiét
nita, crentinin huyét wronp cao, protein nitu, (éu mau, bénh d4i durémg, dau tinh hoan va chimg
1o v dhn Ong.
o Muydt hoe: Wmy pap plam 10an hé huyét chu, mht bach chu hat (mén sb tir vong), gidm tiéo
chu, gham bach chu trang tnh, gidm boch chu, thitu mau, ting bach chu va thiéu mbu tan mau.
< Iy i mhc cae phin imp phy trén 1m sing & bénh nhin trén 65 wbi tweng e nhu & bénh nhin
(i 65 bi e xubng,
« Che phin tmg phy bd sung ¢6 thé do natri bicarbonat gy ra bao gdm nhiém kiém do chuyén
hoa, co gilit va co cimy,
11, QUA LIEU VA CACH XU TRI;

+ (Che bho cho qui liku omeprazol & ngutsi di ghi nhiin khodng li¢u dao ding Ién téi 2400mg (gip
120 Ihn liéu khuyén cho thong thutmg). Che biéu hién gdm sy nhim Ian, bubn ngit, mé mit,
nhip tim nhanh, bubn ndn, nbdn, 106t mg hoi, dd bimg, nhirc ddu, khd mi¢ng va cdc phin img phy
khae |_.:i6np. nhu phin (mg di ghp theo dir li¢u 16m sang. Céc tri¢u chimg thodng qua va khong co
hiw qué lhm sing nghiém trong nio duge bbo cho khi chi diing omeprazol. Khéng c6 thuée giai
doe doe hi¢u cho qud lidu omeprazol. Omeprazol 4i lyc cao véi protein va do d6, khong d€ thim
theh. Trong trudmg hop qud lidu, diéu tr tri¢u chang va h trg.

- Ubng liéu don omeprazol 1350, 1339 va 1200 mg/ kg ghy tir vong tuong img cho chuét nhit,
chudt chng vir ch6, kém nhimg biéu hién an thin, sa mi mit, run, co gi{it va giam hoat djng,
nhi¢t 45 cor thé vi nhip ho hip va taing d§ shu ho hdp.

- Ngodi ra, qué liku natri bicarbonat ¢6 thé gy hy calci mau, hy kali mdu, ting natri mau va co gidt

12. DAC TINH DUQC LIC HOC:

- Nhém duge ly: Chbng Joét dy diy th trdng, (e ché bom proton,

- MAATC: AU2BCO)

¢ Coché tie dpny: .

- Omeprazo) thufe nhom che hgp chiit chbng bai tiét, cdc benzimidazol da gin cdc nhom thé,
khong biku hién che dge tinh khang cholinergic hofic khang histamin Hz, nhung e ché tiét axit
dy dhy do e ché dge hiéu hé thbng enzym H+/K+ ATPase & bé mat tiét cia té bao thanh da
dhy, Vi hé |l;(m|.; enzym nity duge coi ld bom axit (proton) trong niém mac dy ddy, omeprazol ¢é
chic dic tinh nhu mit chhit (e ché bom axit da day. Tae dong ndy phy thude vao licu ding va din
dbn (e ché ca sy tiét axit co ban 1fin tiét axit do kich thich, bdt ké tic nhin kich thich nao.

= Omeprazol khing On dinh vai axit vis do d6 nhanh chong bj suy yéu boi axit da day. ZUSTAFA 40

i thube bt pha hon dich u()ng ¢6 cOng thire phéng thich hogt chilt ngay 13p tuc trong dé ¢6 chira

sodium bicarbonat Jam tang d pH dg ddy do d6 bio v§ hi¢u qud didu trj cia omeprazol.

Diegre lye hye:

= Tde dng trén cde 18 bio gldng nhie enterochromaffin (ECL): Trong cic nghié‘n ctru gdy ung thu
24 thing, & chudt, e6 sy ting dang ké khbi u carcinoid dg d&_y vl ting sin t¢ bio ECL ¢6 lién
quan dén liku dimg i duge tim (hlly & ¢ chudt dye, chudt ct'll.‘chu(n bj cat bo ddy hode didu trj
ltu dbi vési che thube e ¢hé bom proton khie hofic litu cao chit ddi khang thy the Hy. Cic mau
sinh thibt dy day cia con nguti thu duge tir hon 3000 bgnh nhin duge diéu tri bang omeprazol
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gong cde U nghi¢m m wdng A hgn, Ty 10 tang wan (8 bho 1CT trong ehe righidry ofri nhy
ng theo thoi |.hinn: Tuy nhlén, kKhong ed tretmp hgp enrelnold 18 bho HCL, fong #iN hage thn
gin durgre th thily & nhimg bdnh nhn ndy, Che nghlon ein nhy khong, di theff g) un"v!j.z:;'c;r mhu dt
Jogd trir Kha ndng dnh hnedmg et vige didu (e} 1 ddl o omeprazol dbl vdi 1 ;I”‘ui[riﬁ,ﬂ}“m A
ky tinh trang tién de tnh hofo do tinh nho, J..l'” ”/}

. Tde dong trén gastrin Tugydt thanh: Nghlen e hon 200 benh nhin, nbng, A0 ]uml,rﬂ: 'huyél tinf
fing 1¢n trong 1 =2 tudn ddu (ion ding N dld tr| omeprozol | I mbi nphy miffz*uunp vdis
{re ohd tidt axit, Didu i llép tyue khong 1dm (ing (hém gastein huybt thanh, So stnh i che cl:ﬂut
481 kluing thy thé histamin 11y, 20 my, omeprazol gy ra mde (Ang trung binh cao hon, Thulmy,
(hl mre gastein tedr Tnd mare ban ddu trong vong 12 wln s khi ngdmg dibu trf, Tang gastrin ghy
fing sin té bdo gibng nhur enterochromaftin viv ting ndng dj € ‘hromogranin A (CgA) trong
]myél thanh. Tang mire CgA c6 thd gy ra kdt quit duong tnh gt trong, che xét nghitm chhn
dodn khdi u thiin kinh nol tidt, |

- Cde tde dong khde:

+ Tdc dung toan than cta omeprazol trén h thin kinh trung wang, hé tim mgeh va ho hip cho dén
nay chua duge phit hign, Udng lidu 30 holie 40 mg omeprazol trong 2-4 tulin khong 4nh hutmg
dén chire niing tuyén gidp, chuydn hén carbohydrat, hotic ndng dd tudin hoan hormon tuyén cjn
gidp, cortisol, estradiol, testosteron, prolactin, cholecystokinin hofic secretin,

+ Khong c6 tic d‘mélj lam tréng dg ddy sau 1 bfta n thir nghi¢m ding mot lidu duy nhét
omeprazol 90 mg. G cdc dbi tugng khoe monh, tiém 1 1idu duy nhit omeprazol (0,35 mg/ kg)
khong dnh huomg dén sy tiét yéu 10 ndi tgi. Khong ¢6 tée dyng toan thin phy thude vio liéu trén
s\t sdn xudit pepsin co ban hofic bj kich thich & ngudi, Tuy nhicn, khi pH bén trong da day dugce
duy td & mire 4.0 hofic cao hon, sin lwgng pepsin co ban thiip v hoat tinh pepsin gidm.

+ Omeprazol ding trong 14 ngdy & cdc dbi twong khoe manh tgo ra sy gia ting dang ké lugng vi
khudn séng bén trong dg ddy. Tt ca cdc thay ddi duge phuc hdi trong vong 3 ngay sau khi
ngimg diéu trj.

+ Khéng cé téc dong ddng k& v& miit 1am sdng trén nitm mge Barrett bing li¢u phép chong tiét dich.
Khéng c6 sy khdc bi¢t ddng k& gitta cfic nhém dilu trj phét trién loan san & niém mac Barrett va
khéng c6 bénh nhin ndo phdt trién ung thur biu md thyre quén trong khi diéu trj. Khdng cé sy khéc
biét dang ké gitta cic nhém diu trj trong sy phét trién ctia tang san 1é bao ECL, viém da day teo
thiin vj, dj san thén vj - rudt, hojic polyp rudt k({: vugt qué dudng kinh 3 mm.

13. PAC TINH DUQC DONG HQC:

* Hip thu:
- Khi sir dung omeprazol dang hdn djch ubng va vién nang luc da day tréng 1 gid trude bira an,

sy hdp thy omeprazol nhanh, véi ndng do dinh trung binh trong huyét tuong (% CV) cla
omeprazol 14n lugt 13 1954 ng/ ml ( 33%), 1526 ng/ ml (49%) va théi gian dat dinh khoang 30
phit (khoang 10-90 phit) sau khi dung litu don hoyc lidu I1p lai. Sinh kha dung tuyét doi cua
ZUSTAFA 40 1a khoang 30-40%, do phfm 16n chuyén héa truée h¢ théng.

- Nbng dé dinh ciia omeprazol trong huyét trong xdp xi v6i ty 1§ lidu ding tir 20-40 mg, nhung
AUC trung binh 16n hon (tang glp 2 1in) khi ding lidu ddi t6i 40 mg. Sinh kha dung cua

omeprazol tang khi ding lidu 1ap lai.
Diing omeprazol 1 gi¢r sau bira in, AUC omeprazol gidm khoang 24% so véi dung 1 gid trude

bira an.
* Phin bd: Khoang 95% omeprazol lién két véi protein huyét twong. ,
Chuyén héa: Phén 16n lidu ding (khoing 77%) dugc thai trir trong nuéc ticu & dang chit

chuyén héa (it nhét 6 chéit). Phin con lai dugc thii trir trong phin. Nhimg chit chuyén héa nay
c6 rat it hogic khong c6 hoat tinh chbng tiét,

Thai trie:
Mt it thubc (néu c6) & dang khong thay ddi dwoc bai tiét trong nuée tiu. G ngudi khde manh,

thoi gian ban thai trung binh ciia omeprazol trong huyét twong khoang 1 gi& (tix 0,4 - 3,2 gid) va
db thanh thai ton than 1a 500-600 ml/ phut.

*

-
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idm syr ¢6 mat chi chuydn hon ¢6 hogt tinh cin clopidogrel khi dimg dbng thisi clopidogrel vé
omeprazol, | ‘ o
pang ddng thti omeprazol véi mycophenolat mofetil (MMF) dlin dén gitm Ceax v& AUC ciia
MM,

pal tegng die bigt:

Npuird cno tudi: DO thai trir omeprazol gidm v ainh khi dyng ting & ngu(ri cao tudi. Pf thanh
(hii Iyt trong va thosi gian bian thal trong huyét trong tuong t nhue vai nguts ré khde manh.
Tré em: Duge ddng hoe edn omeprazol ehirn duge nghién ctu ¢ bgnh nhin < 18 tubi, i

Gidri tinh: Swr khde biCt trong hiip thy hofic thai trir omeprazol gitra nam vé nlr chua dugce dé cap.

suy gan: O nhmg benh nhan bi benh gan mgn tinh, chuyén héa bude d}lu giam, sinh k?fi dyng
cua omeprazol ting, thdri gion ban tha huybt twong trung binh ting va dg lhanh’lhfu huyet l}rcmg
o nhiic gidm lidu, de bi¢t 1o khi chi dinh ding duy trl sau chiia lanh viém thyc quén c6
bao mon & b¢nh nhiin suy gan. -

Suy thin: O bénh nhin bi suy thin mon tinh, vi¢e phiin b6 omeprazol giong vi doi tugmg khoe
manh, mic dii ¢6 sy gia ting nhe vé sinh kha dyng. V1 théi trir qua nuée n'éu la dutmg thai trir
chinh cta cc chfit chuyén hoa omeprazol, sy logi bo cita chiing chim lai theo 1y ¢ giam d0
thanh thai creatinin., Khdng clin giam liéu & bénh nhan suy thin, ' | '
Ngudi chtu A: AUC tting Khoding 4 Iin da durge ghi nhn & ngubs chiu A so véi ngudi da tring.
Céin nhic giam lidu, dic biét 1a khi chi dinh ding duy trl sau chira lanh viém thuc quén co b
mon & ngudi chiu j\

14. QUY CACH DONG GOI: Géi 3g — Hop 30 gbi. _ _
15. DIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG cUA THUOC:

Diéu ki¢n bdo qudn: Nhiét dd khong qué 30 °C, n;énh 4nh séng va dm.
Han ding cia thude: 36 thang ké tir ngay sin xualt.
Tiéu chuin chit lugng: TCCS.

16. TEN, DIA CHi CUA CO SO SAN XUAT THUOC:

MEDI

PHAR
CONG TY CO PHAN DUQC PHAM VA SINH HQC Y'Tl':}
L 11 - 18 dudng 13, KCN Tén Binh, Q. Tan Phu, TP. H6 Chi Minh

Dyf digh-co'si ding ky
AN \

\7

" GIAM B&C

Khuat Tuan T
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