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H. Pylori Kit
OMICAP-KIT

Thanh phan: Mbi kit gom:
A.2viénnang Omeprazole 20mg
Mai vién nang chira;

Omeprazole 20mg

(dang hat bao tan trong rudt).

B. 2 vién nén Tinidazole 500mg.
M8i vién nén bao phim chira:
Tinidazole BP 500mag. :
T4 dwoc: Bot cellulose vi tinh thé, natri starch glycolat, tinh bét, poviden, methyl paraben, propyl paraben,
colloidal silicon dioxid, talc, magnesi stearat, hypromeliose, titan dioxid, tartrazin, polysorbat-80.

C. 2 vién nén Clarithromycin USP 250mg.

M&i vién nén bao phim chira: '

Clarithromycin USP 250mg.

T4 duge: Bot cellulose vi tinh thé, tinh bdt, acid sorbic, sorbitan mono oleate, poviden, colloidal silicon dioxide,
magnesi stearat, bt talc, croscarmeliose natri, acid a!};'a'aric* hypromellose, titan dioxid, propylen glycol, chat
mau quinalin vang, vanilin.
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Nhém dugre ly: Digt trir H.pylori.
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Dwore I hoc: Helicobacter pylori durgre coi 1a nguyén nhan cta bénh viém loét da day & ngudn. Ligu phap ba
loai thude bao gbm céc thude tre ché bam proton nhr omeprazole két hop voi clarithromycin va tinidazole cb
thé st dung nhur phac dé co théxi gian diéu tri ngan, don gidn va ¢o hiéu qua tiéu diét H.pylor.

Omeprazole la thudc chéng tiét acid dich vi thugc nhom benzimidazole thé. Omeprazole két hgp voi HK
ATPase trong 1 bao thanh da day, lam bat hoat hé théng enzym nay bing cach ircché sy tiét acid hydrochloric
béi cac té bao thanh da day & giai doan sau ciing. Omeprazole ciing (rc ché sip tiét acid dich vi co ban hodc do
kich thich.

Tinidazole 14 mét 5-nitroimidazole co tac dung kéo dai va manh hon so voi metronidazole. N6 o6 tac dung
chéng don bao va vi khudn ky khi. Tinidazole 1a mft loai thudc khang khuan cd tac dung diét nhanh chong
H.pyifori. Tinidazole tac dung bang cach gay tdn hai téi soi ADN hoac (rc ché sir tong hop ciia ching.
Clarithromycin c6 tic dung khang khudn béng cach két hop véi tieu don vi 50s cia ribosom cla vi khun nhay
cam va trc ché sy tong hop protein.

Clarithromycin ¢6 hoat tinh tét in vitro (trj 56 MIC,, 18 0,03 g/ml) chéng H.pyler nén né 1a chat thich hop dugc
dura vao sirdyng frong phéc 48 digt H.pylori.

Dwere ddng hoc: :

* Omeprazole: Omeprazole dirgc hdp thu hoan loan & rudt non sau khi udng tir 3 dén & gid. Kha dung sinh hoc
khodng 60%. Thirc &n khdng dnh huréng &n sirhdp thu thude & rudt.

Sir hép thu omeprazole phy thudc vao I.?éu uding. Thubc co thé ty lam tang hip thu va kha dung sinh hoc cliand
do irc ché da day bai tiét acid. Thubc gén nhiéu vao protein huyét tuong (khodng 95%) va duoc phén bo & céc
mé, ddc biét 14 & 1& bao vidn cua da day. Kha dyng sinh hoc cla ligu uong mét lan dau tién 13 khodng 35%,
nhirng sé téng lén khodng 60% khi udng tiép theo mdi ngay mét ligu, Tuy niva doi thai i '

phut), nhung tac dyng tre che bai tigt acid lai kéo dai, co thé dung moi ngay chi 1 /an,

Omeprazole hiu nhu direre chuyén héa hodn toan tai gan, dao thai nhanh chong, chi yéu qua nudc tigu (80%),
phén can lai theo phan. Cac chit chuyén héa déu khanged hoat tinh, nhung lai twong tac vivi nhigu thube khac
do tac dyng Uc ché cac enzym cla cytochrom P, cliia t8bao gan.

Duoc dong hoc cia thudc khdng bj thay ddi co ¥ nghia & ngudni cao tudi hay ngudi bénh bj suy chire nang théan.
¥ ngudri bj suy chirc néing gan, thi kha dung sinh hoc cla thudce tang va dg thanh thai thude gidm, nhung khong
6 tich ty thubc va cac chat chuyén hoa cﬂaihu&clmng%ﬁm .

* Clarithromycin: Clarithromycin khi uéng dugre hap thu nhanh qua dwdng tiéu héa va chiu sy chuyén hoa
ddu lién & mirc 46 cao lam cho kha dung sinh hoc cia thube me gidm xudng con khoang 55%. Mirc hép thugan
nhur khéng bj anh hurdmg bdi thire &n. Néng d6 dinh cda clarithromycin va chit chuyén hoa chinh 14 - hydroxy
clarithromycin khodng 0,6 - 0,7 microgam/mi, sau khi ubng mét liéu duy nhat 250 mg. €' trang thai can bing
déng & cing mirc lidu trén cho ndng dd dinh khoéng 1 microgam /ml.

Duwgc dong hoc cla clarithromycin “hﬁ”ﬂwé" tinh va phy thudc lidu. Cac lidu lon cd thé tao nén cac nong 6§
dinh tang khong theo ty 1é thudn do chuyén hoa thude bjBdo hoa. .
Clarithromycin va chét chuyén héa chinh duge phan phéi réng rai va nbng 48 trong md vurgt ndng 46 trong
huyét thanh do mét phén thude dugre thu nap vio trongté bao. Thubce chu;gn héa nhidu & gan va thai ra phan
qua dirérng mat. Mat phan dang ké duge thai qua nudc tiéu. Khoang 20 va 30% theo thir ty (rng véi ligu 250 mg
vé 500 mg duge thai qua nurdc lidu dudi dang khang bighuyén hoa. 14 - hydroxy clarithromyein cling nhu cac
chét chuyén hoa khac cing dugc thai qua nudre tidu, Nira doi cia clarithromycin khodng 3 - 4 giar khi ngudi
bénh udng 250 mg clarithromycin, 2 lAn/ngay, va khodng 5 - 7 gitr khi ngudi bénh uding liéu 500 mg, 2 lAn/ngay.
Mira déri bj kéo dai & ngurdi biénh suy than, .

* Tinidazole: Tinidazole duge hip thu hiu hét sau khiubng va d4c biét ndng 49 dinh trong huyét trang dat
khodng 40 microgam/ml sau 2 gitr ding ligu duy nhal 2 g, wt xudng 10 microgam/ ml sau 24 gio va 2,5
microgam/mi sau 48 gi¢r. V&i ligu duy tri 1 g hang ngay €6 thé duy tri dugc ndng 46 trén 8 microgam/ mi, Lieu
twong dwrong, ding theo dirdng 1inh mach, ciing cho céc ndng do tueng ty trong huyét tiong nhie lidu ubng
Mira divi thai trlr trong huyét feorng la 12 - 14 gidr,

Tinidazole dugc phan bb rong rai va nong db dat duge & mat, sira, dich ndo ty, nurdc bot va cac mo khac tron
cor thé tiromg ty vioi ndng 46 trong huyét tirong; thude dé dang qua nhau thai. Chico 12% gan vao protein huyet
tuerng. Thude chira chuyén hoa va céc chit chuyén hoa cia thude duge bai tiét trong nurérc tidu va mot phén it
hon trong phan. ;

Chi djnh: Omicap-Kit dugc chi dinh dé digt H.pylori trong bénh viém da day man tinh, bénh loét da day va ta
trang.

Ch&grl'ng chidjnh:

Omeprazole: Chéng chi dinh & ngudi qua man cam véi Omeprazole.

Clarithomycin: Chéng chi dinh & ngurdi bi dj irng véi cac macrolid. Chéing chi dinh tuyét ddi ding chung viri
terfenadin, d&c biét trong trirdng hop bj bénh tim nhir loan nhip, nhip chém, khodng Q - T kéo dai, bénh thiu
mau co' tim cuc bd hodc mét can bang dién giai. "

Tinidazole: Qua mén véi tinidazol, ioan tac mau hode ¢ tién sir loan chuyén hda porphyrin cAp. Ba thang dau
ciia thai ky; ngudi me dang cho con b, Ngudi bénh ¢ cac rdi loan than kinh thirc thé,

Tac dyng ngoai y/ phan trng co hai:

* Omeprazole: Thudng gap, ADR > 1/100

Toan than: Nhirc dau, budn ngl, chong mat.

Tiéu héa: Bubnndn, ndn, dau bung, tao bon, chirémg byung.
ftgap, 1/1000 <ADR < 1/100
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Thén kinh: Mat ngd, rdi Iuin cam giac, chéng mat, métmai.
Da: N&i may day, nglra, ndi ban.

Gan: Tang tam théi transaminase

Hiém gép, ADR < 1/1000

Toan than: D& mé hi, phit ngoai bién, qué mén bao gbm phimach, sét, phén vé.

Huyét hoe: Giam bach cAu, giam tidu cau, gidm toan b cac té bao méau, ngoai bién, mat bach ciu hat.

Thén kinh: La 130 cé hdi phuc, kich ddng, trdm cam, 40 giac & ngudi bénh cao tudi va déc biétla & ngudd bénh
néng, rbiloan thinh gidc.

NBi figt; Vi to & dan éng.

Tigu hoa: Viém da day, nhiém nam Candida, khé migng.

Gan: Viém gan vang da hofic khong vang da, bénh ndo & ngudi suy gan.

H& hép: Co théat phé quan.

Co - xwong: Bau khérp, daa cor.

Migu - duc: Viém than ké.

Huéng din cach xir tri ADR

Phai ngirng thubc khi cé biéu hién tac dyng khdng mong mubn néing.

* Clarithromycin: Thudng gép, ADR >1/100

R Eogn tiéu hoa, dic biét Ia & ngurdn bénh tré véi tanxuat 5%. Phan (rng di irng & mire d khac nhau tir may
day dén phan v& va hfi chirng Stevens - Johnson. Cﬁp ¢t thé bj viém dai trang mang gid tir nhe dén de doa
tinh mang. i

Toan than: Phén (rng qua mén nhw ngira, may day, hanﬁa. kichthich.

ltgép, 1/1000 <ADR <1/100

Tiéu hoa: Cactriéu chirng & mét (dau bung trén, ddi khi dau nhidu), budn nén, ndn.

Gan;: Chirc néng gan bt thudng, bilirubin huyét thanh tAng va thudng kém theo vang da, sbt phat ban va tang
bach céu wa eosin. i

Thinh gidc: Bide (ndu ding lidu cao) than kinh gisic quan ¢ thé hii phuc.

* Tinidazole: Cé khodng 3% ngudri bénh dwoc dibu tri gap cac phan (mg khéng mong mudn.

Thudng gép, ADR=> 1/100

Tudin hoan: Viém tinh mach huyét khéi, dau noitiém,

Tiéu héa; Budn nén, &n khdng ngon, dau bung.

Phan irng khac: Thay ddi vi giac nhét thévi.

It géip, 1/1000 <ADR < 1/100

Toan than: Chéng mat, nhire d4u.

Tigu héa: NOn, ia chay.

Hiém gap, ADR < 1/1000

Todn than: Dj (eng, sbt.

Mau: Giam bach céu c6 hbi phuc.

Tiéu hoa: Viém migng.

Da: Ngoaiban, nglra, phat ban da.

Coxwrong: Bau khop.

Thén kinh: Bénh Iy than kinh ngoai bién. -

Tiét nidu: ijrctigu sam.

* Théing béo cho béc sy nhimg téc dung khéng mong mudn gap phai khi ding thube,

Thintrong vacanh bao; — CRR - s R e I A LR
Omeprazole: néu nghi 4 loét da day, cn loai trir kha néng bénh e linh trsée khi diing Omeprazole, vi diing
thubc nay co thé che 1Ap bénh ac tinh va i&m cham sipchdn doan.

Clarithromycin: néu c6 suy than nghiém trong cé hode khing cé kém suy gan, nén gidm ligu va kéo dai khodng
cach diing thube.

Twong tic thude: Omeprazole oo kha nng trong 18€ voi hé men cytochrom P450, sau do lam giam hodc trc
ché sif chuyén hod clia cac thubc nhur diazepam, warfarin va phenytoin. Do Omeprazole (e ché tiét acid da
day sdu va kéo dai nén Omeprazole c6 thé anh huréng dén s hdp thu cia nhing thudc ma pH da day quyét
dinh sinh kha dyng cda chiing (nhwr ketoconazole, ampicillin, este va cac mudi sat).

Clarithromycin ding cho bgnh nhan dang ding theophyllin co thé Iam tang ndng 45 theophyllin lmng huyét
thanh. Clarthromycin ob the [am t&ng nﬁnng dd carbamazepin. Phii hop erythromycin véi digoxin 43 thay tang
ham lwgng digoxin. ]
Cimetidin c6 th& lam gidm thai trir tinidazole ra khdi'ca thé. C6 thé do cimetidin (rc ché chuyén héa tinidazol &
gan, nén lam tang ca tac dyng didu tri 1&n doc tinh, Rifampicin cd thé lam tang thai tinidazole. Co thé do tang
chuyén hoa tinidazole & gan, va lam gidm tac dung-ﬂ_i!lu tri. Rurgru ethylic c6 thé gay “hi chirng antabuse cai
nrou’,

Khi mang thai, thevi ky cho con ba:

Mang thai: Khéng diing cho ngurdi mang thai ba thdng dau. Chi ding Omicap kit & ngudri mang thai sau ba
théng G4u khi that can thiét. ‘ :
Thovi ky cho con bii: Chura rd céc thanh phin cia Omicap kit cé bai tiét qua sra me hay khéng va vl cd nhidu
thude qua duge sira me, t6t nhit 12 khong ding Omicap kit trong thév ky cho con b, trir khi thdy that can thiét.

Lidu leprng va cich ding: Bubi sdng udng 1 vién nang Omeprazole + 1 vién nén linidazole + 1 vién nén
clarithromycin. Budi tdi cing uéng nhur budi sang. i
Cha y: Céin ubng vién Omeprazole xa bira &n, phai nudt cAvién ma khing duge nhai.

Qui liéu, trigu chirng va gidi dde: p
Chura ot kinh nghiém vé qua lidu & nguréni. Trong moi truréng hop qué ligu, cin didu tri trigu chirng va didu tri hd
tror. MBI chit chura hap thu cin kéo khoi dng tiéu hod va cin theo déi bénh nhan can than.

Bao quan: Bao quan & nai kht mat, tréanh anh séng. D4 xa thm tay tré em.
Han ding: 2 ndm ké iir ngay san xuat.
Péng géi: Hop 7 kit, mdi kit gdm 2 vién mdbi loai.

*Khéng dugore diing thude qué han sdrdyung
*Boc ky hudmg dan strdyng tride khi dong. Néu cén théng tin xin héi ¥ kién béc s§.
*Thudc nay chi duoe ban theo don cla thay thue.
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