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Rx ZUSTAFA 40

Dé xa_ﬂ)m lay tré em.
Doc k§ huwdng din siv dung trude kid ding.
Thudc nay chi dimg theo don thudc.

\\

1. THANH PHAN CONG THUC THUOC: 1 gbi 3g chira:
Thanh phdn hoat chat:

Omeprazol 40 mg
Natri bicarbonat 1680 mg
Té duge vira da 1 goi

Thanh phé‘n td dirge: Xylitol, sucralose, xanthan gum, tutti fruitti flavor, sucrose.
2. DANG BAO CHE: Thuéc bot pha hdn dich. Thubc byt mau tréng, vi ngot, c6 mui thom dc tnmg.
3. CHI PINH:
- Didu trj ngin han loét t trang (4-8 tuan).
- Diku tri ngin han loét da day lanh tinh (4-8 tudn).
- Bénh trao ngugc da day thuc quan (GERD).

+Céc tridu chimg ctia GERD: Diéu trj ¢ néng va céc tri¢u ching khac lién quan ¢én GERD trong
4 tuln.

+Viém thue quin c6 bao mon: Diku trj ngan han (4-8 tudin) da duoc chin doan bang ndi soi.

Chua c6 bang chimg vé hidu qué diéu trj viém thuc quan cé bao mon trén 8 tuan. Néu bénh nhin
khéng dédp img voi 8 tudn diéu tri, c6 thé ting thém thi da 4 tudn. Néu c6 tai phat viém thuc
quén ¢ bao mon hodc céc trigu chimg lién quan dén GERD (¢ néng), can nhac tang thém 4-8
tudn diéu tri.

- Piéu tri duy tri sau khi chira lanh viém thyc quan cé bao mon khdng qua 12 thang.

- Giam nguy co xuét huyét duong tiéu hoa trén & bénh nhan trong tinh trang nguy cap.

4. CACH DUNG, LIEU DUNG:
Cdch ding: ) ]

- Dung duong ubng khi da day tréng it nhét 1 gid trudc bira an. Pha 1 goi thudc bit trong coc voi
1-2 mudng canh nudc, khéng dung dung dich hodc thirc #n khac, khuay déu va uong ngay, trang
lai cbc voi nude va ubng. '

- &5 bénh nhin dang dugc nudi dudng qua dng thong mili — da day (NG) hodc ong thong miéng —
da day (OG), tam ngung sir dung éng thong khoang 3 gio trudc va 1 giv sau khi uong
ZUSTAFA 40. )

- Pha g6i thubc véi khoang 20 ml nudc, khong dimg dung dich hogc thic an khéc, khudy déu va
diing ngay lap tirc. Dung dng bom thich hop de¢ truyén hdn dich vao ong thong. Trang dng thong

véi 20 ml nude.

Liéu ding:
Liéu khuyén cdo cho ngudi lém tir 18 tudi
Chi dinh Litu Khyén cio Thoi gian dicu tri
Diéu tri ngén han loét ta trang 20 mg 1 1an/ ngay trong 4 tun **
Loét da day lanh tinh 40 mg 1 14n/ ngayy trong 4-8 tudn **
Céc triéu chumg cia

Bénh trao nguge da | GERD  (khéng c6 | 20 mg 1 1An/ ngay, 1én dén 4 tudn *
day thyc quin | bdo mon thuc quan)

GERD Viém thuc quan co . .
( ) Bio mdn 720 mg 1 lz’:m/ ngay trong 4-8 tuan *
Dicu tri duy tri sau khi chira lanh viém | 20 mg 1 lan/ ngay *
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Lidu khai JAu pm m,p, dén

40 mg Llllng ‘l(\.ll 0" m(n ()-g Ll" Vﬂ
40mg md nkuy mu 4o . lmng
14 nphy * LY i

*» 11Au hét bénh nhin 1anh vEt lodt trong vong 4 tufin, mot 86 bénh nhin co thé duqc yéu chu dig

trj thém 4 tudn, o

+ Ih(m;.lm bd sung e

+ Nghién ciru c6 ku.m soldt khong kéo dai hon 12 thang,.

D3I negmg dde bige:

Bénh nhén suy gan: Cln nhiie gidm lidu, diic bigt trong ditu trj duy tri sau khi ch(ra lanh viém
thyre quin ¢6 bdo mon,

Khong dugce thay thé 2 poi ham lugng omeprazol 20 mg bang 01 g6i 40 mg hode nguge lai.
5. CHONG CHi DINH:

Qud min vai but ky thanh phin ndo cia thube. thm g qua min bao goém sdc phan vé, pha
nmch co thiit phé quan, viém thin k& clp tinh va ndi may day.

6. CANH BAO VA THAN TRQNG KHI DUNG THUOC:
- 0 ngudi 16m, dip (mg trigu chimg voi didu trj bing ZUSTAFA 40 khong loai trir sy hién dién
cia bénh da day dc tinh. Cén nhic bd sung viéc theo ddi va chin doan & nhimg bénh nhan c6
dép ung dudi mire t6i wu hodc tai phfn tri¢u chimg sém sau khi hoan thanh diéu tri bing thube
trc ché bom proton (PPI). Cén nhiic ndi soi & nhitng bénh nhan 1ém tudi.

- Viém thén k& cép tinh da dugc phét h1¢n & nhitng bénh nhén dung PPI bao gom ZUSTAFA 40.
Ngung sir dung thube néu tién trién viém théan k& cip tinh.

- Mdi géi ZUSTAFA 40 chira 1680 mg natri bicarbonat, xem xét ham lugng natri cia thuoc khi
ding cho bénh nhan ¢6 ché dd in han ché natri. Thén trong dung thube cho bénh nhin mic hoi
chung Bartter, ha kali méu, ha calci méau va cac vin d& vé su can bang acid — base. Dung thol
gian dai bicarbonat véi calm hodic sita cé thé giy ra hdi chimg sira kiém. St dung natri
bicarbonat man tinh c6 thé din dén nhifm kiém toan thén, ting natri c6 thé din dén phii né va
ting cn.

- Ligu phép PPI nhu ZUSTAFA 40 c6 thé lam ting nguy co tiéu chay do Clostridium difficile,
dic biét & nhimg bénh nhén diéu trj trong bénh vign. Chan doédn nay nén dugc cén nhic khi tinh
trang tiéu chay khong cai thign. Sir dung litu thap nhit va thai gian diéu tri bing PPI ngin nhit
c6 thé.

- Thuoc trc ché bom proton (PPI) ¢6 thé lam ting nguy co gdly xwong lién quan dén loang xuong
dbi voi xuong hong, xuong co tay hojc ct song. Nguy co giy xuong tang lén & nhimg bénh
nhéan dung lidu cao, nhidu lidu mdi ngay va li¢u phap PPI dai han (1 nam hogc lau hom). Six
dung lidu thap nhat va thoi gian diéu trj PPI ng{m nhét c6 thé.

- Lupus ban do da (CLE) va lupus ban do hg thong (SLE) da dugc bio céo & bénh nhén ubng PPI,
bao gom omeprazol. Nhimg phan mg nay xdy ra ngay khi khoi phat va dot cap cha benh wr
mién. Phin l6n céc trudng hqp lupus ban d6 do PPI gdy ra 1a lupus ban d6 da (CLE). Lupus ban
do hé thong (SLE) lién quan dén PPI thuémg it dugc bao cdo hon CLE va thudng nhe hon so vai
lupus ban do hé thong (SLE) khong do thudc gdy ra. Khai phat lupus ban d6 hé thdng (SLE)
thudmg xady ra trong vong vai ngay dén nhiéu nim sau khi bE\t diu didu tri. Bidu hi¢n chinh &
bénh nhan la bj phat ban; tuy nhién, dau khép va glﬁm bach cau cling dd dugc bao cdo.

- Tranh sir dung céc PPI lau hon chi d;nh Néu céc diu hiéu hoiic tridgu chimg cho thiy lupus ban
dé da (CLE) hodc lupus b’m do hé thong (SLE) dugc ghl nhan & nhimg bénh nhan dang dung
ZUSTAFA 40, ngimg thubc va thong bdo v&i bac si. Hau hét bénh nhan duge cai thién khi
ngimng sir dung PPI trong 4 dén 12 tudn.

- Tranh diing déng thai ZUSTAFA 40 véi clopldoirel Sy (rc ché két tap tiéu cdu bai clopidogrel
1a do mét chét chuyen hoéa co hogll tinh. Sy chuyén héa cta clopldogrel véi chit chuyén héa cé
hoat tinh ciia n6 ¢6 thé bj suy yéu khi sir dung ddng théi véi mot s logi thude nhur omeprazol

Gidm nguy co xufit huydt dudmg tiéu hon
(rén & bénh nhin trong tinh trong nguy cﬁp
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chét giy can tré hogt djng cua CYP2C19, déin dén 1am gidm hoat tinh duge 1y dcléptcfogrcl\
ngay ca khi ding céch nhau 12 git. Ciin nhiic li¢u phép thay thé khi sir dung ZUSTAFAI40T 2
- Pieu lr; bét ky loai thude trc ché axit ndo trong mot thoi glan dai (hon 3 namy £6 thd 'd3h dén\ >
kém hap thu cyanocobalamin (vitamin B12) gdy ra bbl sy giam axit djch Wi, CalifiZc'¢Han)
dodn ndy néu cac tri¢u chimg 1am sing cho thﬁy sy thiéu hyt cyanocobalamin. A AN TIY

- Ha magié€ mdu, c6 va khdng c6 tri¢u chimg, hiém giip & nh{rng bénh nhan dugc dxcu At bdnf,
trong it nhﬁt 3 thang, da phén céc trudmg hep sir dung PPI sau 1 nim. Céc trigu chimg-
trong bao gom co cimg co, loan nhip tim va co giat. Phin 16n c4c bénh nhan gap tinh trang nay
du-qc yéu cau bd sung magié va ngung PPI.

- Néu dy tinh diéu trj kéo dai hodc dung PPI cing vm c4c thube nhu digoxin hozc thube ¢6 thé

gdy ha magi€ méau (nhu thudc lgi tiéu), kiém tra ndng d9 magié trudc khi bat diu didu tri véi
PPI va dmh ky theo dai.

- Céc thubc gy cam {img CYP2CI9 hodc CYP3A4 &nhu St. John's Wort hoc rifampin) c6 thé
lam giam déng ké ndng d6 omeprazol. Tranh ding dong thoi cac thude nay.

- Nong dd chromogra.mn A (CgA) trong huyet thanh tﬁng thir phat do su giam ndng do axit da
diy do thudc gy ra. Muc CgA téng c6 thé géy ra két qua duong tinh gia trong xét nghiém chan
doan cac khéi u thin kinh ndi tiét. Benh nhin nén tam thoi ngung diéu trj vo1 omeprazol trudc
khi d4nh gia mirc CgA va cin nhic néu muc d6 CgA ban d4u cao.

- Ding dbng thai PPI véi methotrexat (chu yéu & liéu cao; xem thong tin ke don methotrexat) co
thé gay ting cao va kéo dai ndng do methotrexat va/ hoic cht chuyén héa cia nd trong huyét

thanh, c6 thé dan dén doc tinh methotrexat. Khi ding li2u cao methotrexat, cin nhic ngung tam
thoi PPI 6 mit sb bénh nhén.

- Dimg PPI lam ting nguy co polyp tuyén ddy vi, nguy co ting lén khi sir dung kéo dai, dac biét la
sau 1 nam. Hau hét ngum dung PPI phit trién polyp tuyen day vi deu khdng c6 triéu chimg va duoc
xéc dinh tinh ¢ qua ndi soi. Nén dung ligu phap PPI véi thdi gian didu tri ngéin nhit c6 thé.

- Tré em: An toan va hiéu qua cua ZUSTAFA 40 chwra dugc thiét lap & tré em dudi 18 tudi.

- Ngudi cao tudi: Khong co su khac biét vé an toan va hiéu qua gilra ngudi cao tudi va ngudi tré
tudi, nhung khong loai trir 46 nhay lon hon & mdt s6 ngudi 16n tudi. Khong cén diéu chinh lidu
& nguoi cao tudi.

- Suy gan: C4n nhéic gidm liéu, dc bigt 2 diéu tri duy tri sau chira lanh viém thyc quan ¢6 bao mon.

- Suy than: Khong can diéu chinh liéu.

- Ngucn Chau A: Giam lidu dac bigt 1a didu tri duy tri sau chira lanh viém thuc quan bao mon.

- Thubc ¢6 chira sucrose. Bénh nhan ¢6 cdc van dé di truyén hiém gap vé khong dung nap

fructose, kém hip thu glucose-galactose hodc thiéu men sucrase-isomaltase khdng nén ding
thudc nay.

7. SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU:
* Thoi ky mang thai:
Chua co nghlen ciru diy di va kiém soat tot vé sir dung ZUSTAFA 40 & phy nir mang thai. Dir
liéu dich t& 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 thang dau thai ky. Khong thiy gay qum thai trong cdc
nghién ctru sinh san & dng vét khi cho chudt va tho udng esomeprazol magié vai liéu 14n lugt
khoang 68 14n va 42 1an liéu ubng 40 mg & ngudi (dua trén dign tich bé mit co thé cho mot
ngudi 60 kg). Tuy nhién, nhimg thay ddi trong hinh thai Xuong da dugc quan sét thiy & con cia
nhimg con chudt di duoc ding thude trong phan 16m théi gian mang thai va cho con bu & liu
bing hoac 16n hon khoang 33,6 lan 5o v6i liéu uong 40 mg & ngudi. Do anh hucmg ciia lidu cao
esomeprazol magié trong viéc phat trién xuong trong cac nghién ctru trén chudt, nén chi sir dung
ZUSTAFA 40 trong thai ky néu lgi ich vuot trdi so vi nguy co cd thé xay ra cho thai nhi.
* Thai ky cho con bi:

Tim thiy omeprazol trong sifa me¢ sau khi uong liéu 20 mg. Nong d¢ dinh cia omeprazol trong
sita me it hon 7% nbng do dinh trong huyét thanh. Omeprazol dugc tiét vao sita me, kha ning
gdy ra phan img phu nghiém trong & tré bl me va gay khéi u dugc phat hién trong nghién ciru
gdy ung thu & chudt, do d6 ngung cho con ba hodc ngung thudc phuy thude vao tam quan trong

Trang3/8

Scanned with CamScanner



https://vnras.com/drug/
coa thude dbi vai ngudi mg. Thém vio db, natri bicarbonat nén dirge air dufig thin trong & phy

nt cho con bu.

s, ANHHUONG CUA Tmu‘:rl BN KHA NANG LATXE, VAN n)\m’ﬂmw MOC:
Chua b hnn;_ chimg v& anh lnrdmyz caa thude 16n kha nang 14 xe, vin h: inh miry mda, Ty nhién
pénh nhin cin duoe canh bao do thude ¢ the dung khdng mong mudel [4 nlith mal Bodn ngo,

run.

9. TUONG TAC, TUONG KY CUA THUOC:

s DA voi ede thude ¢6 sinh kha dung bi dnh edng bl pll da day:.

. Do thc ddng trén bai iét axit da diy, omeprazol ¢6 thé 1Am gidm sy hip thu cia ce thubic ¢y
cinh kha dung phy thude vao pH da diy nhwr ketoconazol, atazanavir, mudi s4t, erfotinib va
my cophcnohl mofetil (MMI).

- Ding ddng than digoxin véi ZUSTAFA 40 ¢6 thé 1am tang sy ¢6 mat coa digoxin. Then dai
bénh nhén khi sir dung ddng thini digoxin véi ZUSTAFA 40,

- Ding ddng thdi omeprazol vi MMF & ngudri khoe manh va é bénh nhin ghép tang da dusge hdn
cho 13 giam sy ¢6 mat cia chit chuyén hoa cé hoat tinh, axit mycophenolic (MPA), c6 the do
giam d¢ hoa tan MMF khi pH da day tang 1én. Thin trong khi ding ZUSTAFA 40 & bénh nhin
g‘hép tang dang dung MMF.

* Déi vdi thude chuycn hoa qua Cytochrom P450 (CYP):

- Omeprazol c6 thé kéo dai thai gian thai trr dlacham warfarin va phcny‘lom céc loai thude
duoc chuyén héa bai qué trinh oxy héa 1ai gan. Chi sé binh thutmg héa quéc té (INR) va thoi
gian prolhrombm ting & bénh nhin ding dong thdi thubc e ché bom proton, bao gom
omcprazol va warfarin. Viéc tang INR va thoi gian prothrombin c6 lhe din dén chay mau bat
thudmg vé tham chi tir vong. Bénh nhén dugc diéu trj bing thudc irc ché bom proton va warfarin
can dugc theo doi ting INR va théi gian prothrombin.

- Dia c6 bao cdo lam sang vé tuong tic voi cac thudc khac duge chuyén héa qua hé thng
cytochrom P450 (vi du: Cyclosporm dlsulﬁram, benzodlazepm) trir theophylm hodc
propranolol. Theo d&i, cén nhic diéu chinh liéu lugng ciia céc thuéc nay khi ding dong thoi véi
ZUSTAFA 40.

- Dung dong thoi omcprazol vi voriconazol (mét chat e ché ca CYP2C19 va CYP3A4) din dén
tang gap déi su cd mat ciia omeprazol. Thuémg khong cin diéu chinh liéu omeprazol

- Céc thubc cam img CYP2C19 hoic CYP3A4 (nhu rifampin) cé thé giy giam nong do
omcprazol huyet thanh. St. John's worth lam glam tiep xtc todn thin cia omeprazol d6i véi
nhém ngudi c6 men chuyén héa kém va nhém ngudi ¢6 men chuyén héa rong CYP2C19. Tranh
diing dong thoi St. John's wort hodc rifampin véi omeprazol.

- Khong dung dong thoi véi cac thubc trc ché bom proton va atazanavir vi lam gidm dang ké
nong df atazanavir trong huyét tuong din dén lam giam hiéu qua diéu tri.

- pH da day tang trong diéu trj bing omeprazol c6 thé lam thay ddi sy hip thu cua thude khang
retrovirus. Nong do atazanavir va nelfinavir trong huyét thanh giam khi dung chung véi
omeprazol. Do d6 khong dung dbng thoi omeprazol vai cac thuéc nhu atazanavir va nelfinavir.
Nong do saqumavxr trong huyét thanh ting da dugc bdo cdo khi dung chung voi emeprazol. Can
nhic giam liéu saquinavir dya vao sy an toan cho nmg b¢nh nhan.

- Chong chi dinh dung chung clarithromycin vi c6 thé din dén phan img phy nghiém trong.

- Omeprazol la chét irc ché CYP2C19. Clopldogrel dugc chuyén héa thanh chat chuyén hoa co
hoat tinh mét phan béi CYP2C19. Dang dong thi vai omeprazol lam giam nong d9 trong huyét
tuong cac chat chuyen héa cé hoat tinh cia clopidogrel va giam (c ché 1iéu ciu. Tmnh ding
dong thoi ZUSTAFA 40 voi clopidogrel. Khi ding ZUSTAFA 40, can nhic thay thé li¢u phap
chéng tiéu cau khéc,

= Dung ddng thori omeprazol va tacrollmus c6 thé 1am tang nong d9 tacrolimus trong huyét thanh.

- Thube gy giam do axnt da day din dén tiing sin cic té bao glong nhu enterochromaflin (18 bao
ECL) va lam lang nong, do chromogramn A (CgA) trong huyet thanh, diéu ndy anh hudmg dén
chin doan céc khéi u than kinh nji tiét.
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pang ddng thai PPT v methotrexat (chi ybu ¢ 1idu cno) c6 thé ghy ting cao yZkéo ¢ 7
methotrexat vd/ hojc chiit chuyén hon hydrnxylncllmtrc))(m, S S -Tfkl';:vi'(]i:ainfr‘;ng‘dq
TAC DUNG K]lIONG MONG MUON CUA THUOC: S ThnH |
Chc phin tmg phy nghiém trong i duge mo ta trong myc cinh béo va thj tdng Hhit 4404 Vi)
(hiin k& chip tinh, tiéu chdy do Clostridium difficile, gity xuong, lupus ban dd hédé"/?a’h’é‘ 'lﬁ;}]

thiéu 11\11 cynnocol:nlnmin. hg magié méu, pol’yp tuyén day vi. e

q,‘r lign tir cdc !hl‘r nghi¢m !ﬂm sang: Vi che thir nghi¢m 14m sang duge thye hign dudi cée diéu
kign khdc nhau, ty 1¢ phin tmg phy trong céc thir nghi¢m Iim sang cia mot thube khong thé so
sdnh Lr\r'c llfp véi ty 1§ trong cdc thir nghiém 1am sang cta loai thuoc khéc va cb thé khong phan
dnh ty 1¢ trén thye té.

Trong thir nghién} lﬁm sdng trén 465 bénh nhin & M§ dung omeprazol, 2.631 bénh nhén va céc
dbi lu?ng !{Cﬂ the gidi ding omc;xarazol, cic phén ng phy dugc bo cdo xay ra &ty 1¢ = 1% la:
Pau dau, ti€u c'hz’ly, dau bung, budn nén, nhiém khun dutmng hd hép trén, chéng mat, non mira,
phat ban, tdo b9n, ho, suy nhuge, dau lung, ddy hai, chimg trao nguge axit, dau dau.

Trong thir nghiém 1am sang c¢é kiém sodt trén 178 bénh nhan trong tinh trang nguy cap ding
omeprazol 40mg/ ngay trong 14 ngay, cac phan (g phu xay ra & ty 1¢ > 3% nhu sau:

Hé théng méu va bach huyét: Thiéu mau, thiéu mau trim trong hon, giam tiéu cu.

Réi logn tim: Rung tim nhi, nhip tim chim, nhip tim nhanh trén thét, nhip tim nhanh, nhip tim
nhanh that.

R&i loan tiéu hoa: Téo bon, tiéu chay, giam kha ning van dong da day.

R&i loan tdng quat va tai chd: St cao, ph,

Nhiém khuin va nhiém ky sinh tring: Nhiém ndm Candida, nhiém Candida & miéng, nhiém
khuén, nhiém khuan dudng tiét ni¢u.

Khio sat: Xét nghiém chirc ning gan bat thuong.

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

Réi loan tim thén: Kich dong.

Réi loan hé hip, 1dng nguc va trung thit: Hoi chimg suy ho hip cap tinh, viém phdi bénh vién,
tran khi méang phdi, suy hd hip.

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

Réi loan mach: Tang huyét ap, ha huyét 4p.

Dir ligu sau khi thuéc lwa hanh trén th treong: Khong thé ude tinh tAn sudt xuit hién hodc
thiét l4p mbi quan hé nhan qua voi viée s dung omeprazol.

Toin than: Phan img qua mén bao gdm phan img phan v¢, séc phan vé, phi mach, co that phé
quén, viém thin k&, nbi may day, sbt, dau, mét méi, khé chju va lupus ban dé hé thong.

Tim mach: Pau nguc hodc dau thit nguc, nhip tim nhanh, nhip tim cham, danh tréng ngyc,
huyét ap cao va phu ngoai bién.

Tiéu héa: Viém tuy (mt sb gy tir vong), bieng &n, kich thich rudt két, ddy hoi, phan ddi mau,
nhim Candida thuc quan, teo niém mac lui, kho miéng, viém miéng, sung bung va polyp
tuyén day vi. U carcinoid da day ta trang da dugc bao cdo & nhimg bénh nhén cé hdi chimg
Zollinger-Ellison diéu trj lau dai véi omeprazol.

Gan: Nhe va hiém khi ¢6 su ting rd rét cla cac xét nghiém chirc nang gan [ALT (SGPT), AST
(SGOT), - glutamyl transpeptidase, pl‘losphatase'kiém va bilirubin (vang da)). Trong mjt s it
trudng hop, bénh gan di xay ra bao gom viém té bao gan, & mét, hogc viém gan hdn hop, hoai
tir pan (mot s gdy tir vong), suy gan (mt s0 gay tir vong) va bénh ndo do gan.

Nhi&m khudn va nhi#m ky sinh tring: Tiéu chay lién quan dén Clostridium difficile.

Réi loan chuyén héa va dinh dudng: Ha natri mau, ha dudng huyet, ha magié mdu va ting can.
Co xuong khop: Chudt rit, dau co, yéu co, dau khop, gdy xuong va dau chan.

/r
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. M i Kiah/ thm thin: A1 Toan 1hm hin bao whm trhm cdm, kilch 4{)"‘r' ing ['hflﬂ, ber e, i

JAn. it npd, cing |||Ml|u run thy, v a, b ni, T du, BACthitmg v e mri, uhibng mir; di
chm v O loan chm e i mi, i ‘

1A WA Chay mdu cam, dau hong o "

| ]

- Cde phio g di g quat nphiém tong o ghm hoi chimg hoal tir da i@ 8o/
mil s 0 vonp), WL Cimg Stevens Tonhson, lupus ban dé da va hbng ban d4 dyng, han mA
gt VA hode b st byt (mor sb bi ki 141 s dung hay thng libu thubc), vidm da, ndl may
dny, phiemech, npran, nhay cm vt dnh sng, rung 1o, da kbt va (ang 1t mé hiv,

o Chm e e BIE Ul o loan vy plie,

< MAE MO mAL Kich g mbt, hok chimg khd mie, teo thin kinh hi gide, bénh thin kinh thi gise
do thidu mbn cpe b phin tnrde, viem dhy thiin kinh thi gide vh song thi. '

- Nigw sloh ducs Viem thin md ke (mdt sb binh nhin co két qua duang tinh khi ti sir dung has
g i thube), nhim khobn duimp Gét nigu, mi trong medre iy khi soi hién vi, tn sudt tiet
nitw, creatinin huyét wonp cao, protein ni¢u, tiu mau, bénh dai dudmg, dau tinh hoan va chimg
1o v din dng. '

« Muybt hoe Hiém gap plam 1oin hé huybt chu, mAt bach chu hat (mét sb e vong), gidm tiéu
chu, gidm bach chu trung 1inh, pidm bach chu, thibu mau, tang bach chu va thiéu méu tan méau,
Iy i mhe che phin imgp phy trén 14m sing & bénh nhin trén 65 tubi tuamg ty nhu & bénh nhin

1 6% bi ud xubng,

- Che phin tmg phy bd sung c6 thé do natri bicarbonat ghy ra bao gdm nhiém kiém do chuyén
hoa, co gilit v co eimy,

11, QUA LIEU VA CACH XU TR{:

» Che bio cho qud libu omeprazol & ngudi di ghi nhiin khoang li¢u dao djng 1én tGi 2400mg (gip
120 1hn libu kKhuyén cho thdng thudmg). Céc bibu hién gdm sy nhim Idn, budn ngu, mo miit,
nhip tim nhanh, bubn nbn, non, 104t mg hoi, d6 bimg, nhirc dAu, khd mi¢ng va cdc phin img phu
khac p,ilmp, nhu phin (mg dil gip theo dir li¢u 1am sang. Céc tri¢u chimg thodng qua va khong co
hiw qui 1m sing, nghiém trong nio duge bao cho khi chi ding omeprazol. Khong c6 thuoe giai
dbc doe hiéu cho qua litu omeprazol, Omeprazol 4i lyc cao vai protein va do dé, khong dé thim
theh. Trong trutmg hop qua liku, diku tr tricu chimg va h trg.

- Ubng liéu don omeprazol 1350, 1339 va 1200 mg/ kg gly tir vong tuong (mg cho chudt nhit,
chudt c(mp, vis chd, kém nhimg biu hi¢n an thdn, sa mi mit, run, co gidt va giam hoat dong,
nhiét db co thé va nhip ho hiip vi tang df siu ho hip.

- Ngodi ra, qué liéu natri bicarbonat c6 thé ghy hy calei mau, ha kali mau, ting natri mau va co gidt

12. DAC TINH DUQC LIC HOC:

= Nhim duge 1y; ( "hbng loét dy day té tring, (e ché bom proton,

= MAATC: AD2IBCOI

¢ Coché tic dfng:

- Omeprazo) thufe nhom che hgp chiit chéng bai tiét, cde benzimidazol di gin cic nhom thé,
khong bibu hién che die tinh khang cholinergic hodc khang histamin Hz, nhung (e ché tiét axit
dy dhy do Gc ché dge hiéu hé thbng enzym H+/K+ ATPase & bé mjt tiét cua té bao thanh da
dhy. Vi hé thbng enzym nity duge coi la bom axit (proton) trong niém mac da day, omeprazol co
che dfc tinh nhu mit chit te ché bom axit dg day. Tae dong ndy phy thude vao liéu dung va din
Abn tc ché ch sy lié axit co ban 1n tiét axit do kich thich, bdt ké tac nhan kich thich nao.

= Omeprazol khong bn dinh vai axit vi do do nhanh chéng bj suy yéu boi axit da day. ZUSTAFA 40
I thube bin pha hbn djch ubng ¢ cong thie phong thich hogt chi:ll ngay lip tiuc trong dé ¢é chira
sodium bicarbonat Jam tang do pH dg diy do d6 bio v§ hi¢u qua dicu trj ctia omeprazol.

v Duye lye hye:

= Tde dpnyg trén cde 18 bio giong nie enterochromaffin (ECL): Trong cic nghién ciru gy ung thr
24 thing ¢ chudt, c6 sy ting dang ké khbi u carcinoid dg ddy va ting san te bio ECL ¢o lién
quan dén liku dng da duge m thly & et chudt dyce, chudt cdi, chudt bj cdt bo ddy hojc dicu ti
It dii véi cac thube e ché bom proton khie hofic litu cao chit déi khang thy thé Hp. Ciae miu

sinh thiét dy day cir con nguds thu duge tir hon 3000 b¢nh nhin duge dieu trj bing omeprazol
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ong ode thir nghidm 1m adng ddl hgn, Ty 1§ thng nén 18 bho 1ET, trong choamhidw efri nhy
iing theo thid giang Tuy vhidn, khdng ¢d taetmyg hgp enrolnold 14 bho 1CL, fog 'n;” hose fin
gin dugo tm thity & nhimg bdnh nhn ndy, Che nghlon et ny khong da theff ) 'y .'t':'qmﬁu At
Jogd trr Kbl ndng Anh hurdmg ot vido didu e} 1du dal oion omeprazo) dbi vai I '(y/lj(q,|;i3”}m,, }‘.{
ky il tegng & de tinh hotio do tinh nio, 0 oy / 1
e dong trén gastrin huyd: thanh: Nphion cira han 200 benh nhin, nbng, 46 ';m'm,r/i.\n ‘ll]uyén thiin
g 180 trong 1= 2 tufln ddu ten dang 180 didu ] omoprizol | 1 mBI nghy soiiysony, véié
(e chd it axit, Didu ] tép tue kKhdng 1am (ing (hém gastrin huydt thanh. So stinh v che ch/?t
481 khing thy thd histamin 11y, 20 mg omoprazol py ra mée (Bng, trung binh cao hon, Thulmy
(hl mire gastein e lpi mare ban ddu trong vong 12 (bn seu khi ngtmg, didu tri, ‘Tang gastrin ;’,’:y’
ang sin t& blo gidng nlue enterochromaffin viv ting ndng do Chromogranin A (CgA) trong
lmyél thanh. Tang mirc CgA cd thd gy ra k&t qui duong Unh git trong che %ét nghitm chin
dodn khéi u thdn kinh noi tidt, ' ’

Cde tde ding khde:

Tdc dung todn thin cva omeprazol trén he thin kinh trung wong, hé tim mych vé ho hftp cho dén
nay chua duge phit hi¢n, Ubng 1idu 30 hotic 40 mg omeprazol trong 2-4 tulin khong dnh hudmg
dén chire niing tuyén gitip, chuyén hon carbohydrat, hoic ndng do twdn hoan hormon tuyén ¢4n
gidp, cortisol, estradiol, testosteron, prolactin, cholecystokinin hofic secretin,

Khéng c6 tic dmn(g’-.'j lam tréng da ddy sau 1 btra &in thir nghi¢m ding mt litu duy nhit
omeprazol 90 mg. O cdc dbi tugng khoe mgnh, tiem 1 1idu duy nhdt omeprazol (0,35 mg/ kg)
khong dnh hudng dén sy tiét ydu 10 ndi tgi. Khong co tac dyng toan thin phy thude vao liéu trén
syt sdn xufit pepsin co ban hofic bj kich thich & ngudi. Tuy nhitn, khi pH bén trong da day dugc
duy tri & mre 4.0 hofic cao hon, sin lugng pepsin co bin thp va hoat tinh pepsin giam.

Omeprazol ding trong 14 ngdy & cdc dbi trgng khoe manh tgo ra sy gia ting déang ké lugng vi
khudn séng bén trong dg ddy. Tét ca cdc thay dbi duge phyc hdi trong vong 3 ngay sau khi
ngimg diéu tr.

Khéng c6 tic dong ddng ké v& mit 1m sing trén niém mge Barrett biing ligu phép chéng tiét dich.
Khéng c6 sy khdc biét dang k& gitra cic nhém didu trj phat trién loan sin & niém mac Barrett va
khéng cé bénh nhén ndo phat trién ung thur bidu md thye quan trong khi didu trj. Khong c6 sy khéc
biét déng k& gitta cic nhém didu trj trong sy phat tridn ctia ting san té bao ECL, viém da day teo
thén vj, dj sdn than vj - rudt, hogc polyp rudt kg vuot qué dudng kinh 3 mm.

.PAC TINH DUQC DONG HQC:

Hip thu:
Khi sir dung omeprazol dang hdn dich ubng va vién nang luc da day tréng 1 gid truéc bira in,

sy hép thy omeprazol nhanh, vdi ndng d§ dinh trung binh trong huyét tuong (% CV) cia
omeprazol lin lugt 13 1954 ng/ ml ( 33%), 1526 ng/ ml (49%) va thoi gian dat dinh khoang 30
phut (khoang 10-90 phiit) sau khi diing litu don hofc lidu 13p lai. Sinh kha dung tuyét déi cta
ZUSTAFA 40 1a khoang 30-40%, do phin 16n chuyén hoa truée h¢ thong.

Néng d¢ dinh cua omeprazol trong huyét tuong xAp xi voi ty 18 lidu dung tir 20-40 mg, nhung
AUC trung binh 16n hon (tdng glp 2 1in) khi ding lidu doi t&i 40 mg. Sinh kha dung cia

omeprazol ting khi ding lidu 13p lai.
Ding omeprazol 1 gi¢r sau bffa &n, AUC omeprazol giam khodng 24% so véi dung 1 gid truée

bira an.

* Phin bé: Khoang 95% omeprazol lién két véi protein huyét tuong.

Chuyén héa: Phén 16n lidu dung (khodng 77%) dugc thai trir trong nudce titu & dang chét
chuyén héa (it nhét 6 chéit). Phin cdn lai duge thai trir trong phdn. Nhimg chét chuyén héa nay

c6 rat it hotic khong c6 hoat tinh chéng tiét.

Thai trie:
Mt it thubc (nu c6) & dang khong thay ddi duoc bai tiét trong nuée tiéu. O ngudi khoe manh,

thoi gian bén thai trung binh ciia omeprazol trong huyét tuong khoang 1 gidr (tir 0,4 - 3,2 gid) va
do thanh thai toan thn 1a 500-600 ml/ phut.
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14.
15.

16.

Giam sy co mit chiit chuyén hén ed hogt tinh ciin clopidogrel khi ding dbng thri clopidogrel va

omeprozol,

pang ddng thari omeprazol voi mycophenolat mofetil (MMF) dfin dén gitm Cmax va AUC ciia
MMF.

Pl tegmg dde bifr

Ngudri cno tudiz DO thiti trir omeprazol gidm vi ainh khi dyng ting & ngudi cao tudi. P9 thanh
(hiti huyét nrong vi thisi gian bin thil trong huybt wrong twong ty nhu véi ngudi tré khoe manh,

Tré em: Duge ddng hoe ctin omeprazol chun duge nghién el & bénh nhin < 18 tubi.

_ Gie tinh: Sy Khde bidt trong hp thy hofie thal trir omeprazol gitta nam vé nir chua duge dé cp.

suy gan: G nhtmg b¢nh nhan bj benh gan man tinh, chuyén héa bude dhu giam, sinh kha dyng
cda omeprazol ting, thasi gion bin thii huyét twong trung binh ting va d§ thanh thai huyét twong
gidm. Cln nhiic gidm lidu, diic bi¢t 14 khi chi djnh diing duy trl sau chira lanh viém thyc quéan cb
bao mon & b¢nh nhin suy gan.

Suy thin: ( bénh nhan bj suy thin man tinh, vi¢c phin bd omeprazol gibng voi déi tugng khoe
maqnh, miic di ¢6 sy gia ting nhe vé& sinh kha dyng. V1 thai trir qua nude tidu 1a dudmg théi trir
chinh cta cdc chit chuydn hoa omeprazol, sy logi bo ctia chang chdm lai theo 1y 1§ giam do
thanh thai creatinin. Khdng clin giam liéu & bénh nhén suy thén,

Ngudi chu A: AUC tang khoéng 4 An d dugc ghi nhn & ngudsi chau A so véi ngudi da tring.
Cfin nhic gidm lidu, dfic biét 1a khi chi dinh ding duy trl sau chira lanh viém thuc quan c6 bao
mon & ngudi chiu A.

QuUY cicn DPONG GOI: Goi 3g — Hop 30 géi.

PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG cUA THUOC:
Didu kign bdo quin: Nhiét dd khdng qué 30 °C, trénh anh séng va Am.

Han diing ciia thudc: 36 thang ké tir ngay sén Xuét,

Tiéu chudn chit liugng: TCCS.

TEN, DIA CHI CUA CO SO SAN XUAT THUOC:

A ~ . MEBIFHAR . .
CONG TY CO PHAN DUQC PHAM VA SINHHQC Y TE
L5 11] - 18 dudmg 13, KCN Tén Binh, Q. Tén Phu, TP. H6 Chi Minh

ding ky
N \//: \

GIAM DOC

Khuat Tuan Tig
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