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Bao quan: Nai khd, nhigt dé dudi 30°C
DE XA TAM TAY TRE EM
DOC KY HUONG DAN SUDUNG TRUGC KHI DUNG

R THUOC BAN THEO DON

Hop 1 vi x 6 vién

Thanh phan: M6t vl co
2 vién nén bao phim, mai vién chia

Clarithromyein 250mg
2 vién nén bao phim, méi vién chia
Tinidazol..... 500mg
2 vién nang, mai vién chia:
Omeprazol i 20MQ
SPK:

GMP - WHO

KHONG DUNG QUA LIEU CHI BINH

C.TY CO PHAN DUQC PHAM HA TAY
La Khé - Ha Déng - T.P Ha Noi

R THUGC BAN THEO DON

HADOKIT

Hép 1 vi x 6 vién

Chi dinh, Cach diing - Lidu ding,
Chéng chi dinh:

Xem 14 hudng dan sl dung thudc
bén trong hap.
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Hubng ddn su dung thudc:

HADOKIT -

- Dang thudc: Vién nang va vién nén bao phim.

- Thanh phan:
A. Méi vién nang Omeprazol 20mg chita:
Omeprazol 20mg

(Dang hat bao tan trong ruét chita 8,5% (kl/k1) Omeprazol)
B. Méi vién nén bao phim Tinidazol 500mg chita:
Tinidazol 500mg
T4 duoc vd lvién
(Té dugc gém: Avicel 101, magnesi stearat, tinh bot sdn, titan dioxyd, bot talc, Hydroxy Propyl Methyl
Cellulose, PEG 6000, nipasol, nipagin).
C. Méi vién nén bao phim Clarithromycin 250mg chita:
Clarithromycin 250mg
T4 duoc vd 1vién
(Té dugc gom: Avicel 101, magnesi stearat, tinh b¢t sdn, titan dioxyd, bot talc, Hydroxy Propyl Methyl
Cellulose, PEG 6000, nipasol, nipagin, phdm mau Quinolon).
- Cac dic tinh duoc luc hoc:
* Omeprazol: Omeprazol tc ché sy bai ti€t acid clia da day do tc ché c6 héi phuc hé enzym hydro-kali
adenosin triphosphatase (con goi 1 bom proton) & t€ bao vién clia da day. Tic dung nhanh, kéo dai nhung héi
phuc duoc. Omeprazol khéng c6 tic dung lén thu thé (receptor) acetylcholin hay thu thé histamin. Dat tic
dung t6i da sau khi udng thudc 4 ngay.
* Clarithromycin: Clarithromycin 12 mét khéng sinh bén téng hgp nhém macrolid cé tdc dung kim khudn,
mic dit c6 thé cé tic dung diét khuén & liéu cao hodc d6i véi nhiing ching rdt nhay cam. Clarithromycin tc
ché su téng hop protein & vi khudn nhay cdm béng cdch gén véi ti€u don vi 50S ribosom.
* Tinidazol: La din chét imidazol turong tu metronidazol. Thuéc cé tic dung véi ca dong vat nguyén sinh va
vi khudn ky khi bit buéc nhu Bacteroides spp., Clostridium spp., Fusobacterium spp.. Ceelie the-dung clia
Tinidazol v6i vi khudn ky khi va nguyén sinh dong vat la thuéc tham nhép vao t€ bﬁgﬁiﬁj_ﬁ.‘i sinh ‘vafwya sau |
d6 pha huy chudi DNA hoic ttc ché téng hop DNA. AT A
- Cac dac tinh duogc dong hoc:
* Omeprazol:
- Hdp thu: Omeprazol dugc hdp thu hoan toan & rudt non sau khi uéng tit 3 dén A dung
khoang 60%. Thiic in khéng 4nh hudng dén su hdp thu thudc & ruét. Sy hdp thu omep $hu thuoc vib lidu
u6ng. Thudc c6 thé tuy 1am tang hip thu va kha dung sinh hoc ctia né do tc ché da day b ietacid. jgha dung
sinh hoc cia liéu uéng 14n déu tién khodng 35%, nhung sé tang lén khoang 60% khi uéng t1 hico méi ngay
mot liéu. Tuy nira doi thai trir ngén (khoang 40 phiit), nhung tic dung tc ché bai ti€t acid lai kéo dai, nén c6
thé diing méi ngay chi mot l4n.
- Phan b6 Thubc gin nhiéu vio protein huyét tuong (khodng 95%) va dugc phan b6 & cdc mo, dac biét la t&
bao vién clia da day. Omeprazol hdu nhu duge chuyén hod hoan toan tai gan. -
- Thdi trit: Omeprazol dugc dio thai nhanh chéng, chii yéu qua nuéc tiéu (80%), phin con lai theo phan. Céc
chét chuyén hod déu khong c6 hoat tinh, nhung lai twong téc v6i nhiéu thu6c khic do tc dung tc ché cic
enzym clia cytochrom Py, cia t€ bao gan.
% Clarithromycin: Hép thu nhanh va d& dang & dudng tiéu hod va chiu su chuyén hod ddu tién & mic do cao
1am cho sinh kh4 dung sinh hoc ciia thuéc me giam xudng con khoang 55%. Mitc do hdp thu khong anh hu-
&ng bdi thitc an. Néng do dinh cla clarithromycin va cdc chét chuyén hod chinh 14-hydroxy clarithromycin
khoang 0,6- 0,7 microgam/ml, sau khi uéng 1 liéu duy nhdt 250mg. O trang thdi can béng dong & cing mot
mutc liéu trén cho ndng dé dinh khoéng 1 microgam/ml. Duge dong hoc clia clarithromycin khong tuyén tinh
va khong phu thudc liéu. Céc lidu 16n cé thé tao nén cdc ndng do dinh tang khong theo ty 1¢ thun do chuyén
ho4 thudc bi bio hoa. Clarithromycin va chat chuyén hod chinh dugc phan phéi réng rdi va néng do trong mo
vuot néng do trong huyét thanh do mét phédn thude duoe thu nap vao trong t€ bao.Thude duge chuyén hod
nhiéu & gan. _
Clarithromycin thai ra qua phan va qua dudng mat, mot phdn dang ké duge thai qua nude-tién, Khoang 20-
30% theo thit tw ting véi liéu 250mg va 500mg dugc thai trir qua nude tidu dudi dm&khﬁﬂgﬁlchhﬁ n:hod,
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14-hydroxy Clarithromycin ciing nhu céc chat chuyén hod khic ciing duoc thi qua nudc tiéu. Nira doi cta
Clarithromycin khoang 3-4 gi% khi ngudi bénh uéng 250mg Clarithromycin, 214n/ngay, va khoang 5-7gid khi
ngudi b¢nh udng licu 500mg, 214n/ngay. Nira ddi bi kéo dai & ngudi bi suy than.
* Tinidazol: Pugc hdp thu hdu hét sau khi uéng va dic biét néng do dinh trong huyét tuong dat khoang 40
microgam/ml sau 2git ding liéu duy nht 2g, tut xuéng 10 microgam/ml sau 48 gids. Véi liéu duy tri 1g hang
ngay c6 thé duy tri duoc néng do 8 microgam/ml. Nita doi thai trir trong huyét tuong 1a 12-14 gi0. Tinidazol
dugc phan b6 rong rai va néng do dat dugc & mat, sita, dich ndo tuy, nudc bot va cdc mé khac trong co thé t-
uong tw véi néng do trong huyét twong; thusc dé dang qua nhau thai. Chi ¢ 12% géin vao protein huyét t-
uong. Thu6c chua chuyén hod va céc chét chuyén ho4 clia thusc dugc bai tiét trong nudc tiéu va mét phin it
hon trong phén.
- Chi dinh: Thudc dugc chi dinh diét Helicobater pylori trong bénh viém da diy man tinh tién trién, bénh
loét da day t4 trang.
- Cach dung va liéu dung:

Ubng 1 vién nang Omeprazol, 1 vién nén bao phim Tinidazol vio budi sdng va budi chiéu cling udng
v6i liéu tuong tu nhu liéu budi séng. Diéu tri tir 7-14 ngay.

DE dat dugc hiéu qué diéu trj va trdnh hién tuong khang thuéc ctia vi khudn nén ding Clarithromycin
riéng vdi li€u 2 vién/ldn x 3 1dn /ngdy, dot diéu tri 14 ngay.

(Thude nay chi ditng theo sy ké don ciia thdy thuéc)

- Chéng chi dinh: Qué min cdm véi mot trong c4c thanh phén cta thuéc.
* Clarithromycin: Ngudi bi di tng véi céc macrolid. Chéng chi dinh tuyét déi dung chung véi terfenadin,
ddc biét trong trudng hop bi bénh tim nhu loan nhip, nhip cham, khoang Q-T kéo dai, bénh thi€u méu co tim
cuc bo hoac mét can béng dién gidi.
* Tinidazol: Loan tao miu hodc c6 tién sit loan chuyén ho4 porphyrin cdp. Ngudi ¢é cdc 16i loan thdn kinh
thuc thé. Phu ni ¢6 thai hoic dang cho con bi.
- Thén trong:
* Omeprazol: Truée khi cho ngudi bi loét da day dung omeprazol, phéi loai trir kha ning bi u 4c tinh (thudc
c6 thé che 14p céc triéu tring, do d6 1am mu6n chdn dodn).
* Clarithromycin: Ngudi suy gidm chiic ning than, gan.
* Tinidazol: Trong thdi gian diéu tri véi tinidazol khong nén ding cdc ché phdm c6 ru
tng gi6ng nhu disulfiram (d6 bimg, co ciing bung, nén, tim dap nhanh).
- Str dung cho phu nir ¢é thai hodc cho con bi: Khoéng dung.
- Tac dung khong mong muén cta thudc:
* Omeprazol :
- Thuong gap: Toan than (Nhic ddu, buén ng, chéng mat); Tiéu hod (Buén noén, nén,
chuéng bung). N
- It gdp: Thén kinh (M4t ngi, r6i loan cam gidc, chéng mat, mét méi); Da (NGi may day, ngita, ndi ban);
Gan (Tang tam thoi transaminase).
- Hiém gdp: Toan than (D8 mé heéi, phil ngoai bién, qud min bao gém phdt mach, sét, phan vé); Huyét hoc
(Gidm bach cdu, gidm tiéu cdu, gidm todn bo céc t&€ bao mu, ngoai bién, mat bach cdu hat); Thén kinh (Ld
lin c6 phuc hoi, kich dong, trdm cdm, 4o gidc & ngudi bénh cao tudi va déc biét 1a & ngudi bénh nang, réi
loan thinh gidc); Noi tiét (Vi to & dan 6ng); Tiéu ho4 (Viem da day, nhiém ndm Candida, kho miéng); Gan
(Viém gan vang da hodc khéng vang da, bénh nio & ngudi suy gan); Ho hép (Co thit ph€ quén); Co - xuong
(Pau khép, dau co); Niéu- duc (Viém than ké).
* Clarithromycin:
- Thuong gdp: R6i loan tiéu hod, déc biét 1a & ngudi bénh tré véi tin xuit 5%. Phan ting di tmg & mic do khic
nhau tir may day dén phan vé va héi chiing Stevens-Johnson. Ciing c6 thé bi viém dai trang mang gia tir nhe
dén de doa tinh mang. Toan than (phan ting qui méin nhu ngia, may day, ban da, kich thich).
- It gdp: Tiéu hod (Céc triéu chitng & mét, buén nén, nén); Gan (chitc nang gan bét thuong, bilirubin huyét
thanh tang va thuong kém theo vang da, sét phét ban va tang bach cdu u eosin); Thinh gidc: Diéc (néu dung
liéu cao) thén kinh gidc quan c6 thé héi phuc.
* Tinidazol: C6 khoang 3% bénh nhan duoc diéu tri gip céc phan iing khéng mong muén.
- Thuong gdp: Tiéu hod (buén nén, an khong ngon, dau bung); Phén ting khéc (thay déi vi gidc nhat thoi);
Tuén hoan (viém tinh mach huyét khéi, dau noi tiém) Pt
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- It gdp: Toan than (chéng mat, nhitc ddu); Tieu hod (nén, ia chay).
- Hiém gdp: Toan than (di tng, s6t); Mau (gidm bach cdu c¢6 héi phuc); Tiéu hod (viém miéng); Da (ngoai
ban, ngita, phdt ban da); Co xuong (dau khép); Than kinh (bénh 1y than kinh ngoai bién); Tiét niéu (nudc tiéu
sdm).

* Ghi chii: "Thong bdo cho bdc st nhitng tdc dung khong mong mudn gdp phdi khi sit dung thuéc"

- Tuong tac véi thudée khac, cac dang tuong tac khac:

* Omeprazol: Omeprazol khong c6 tuong tdc quan trong trén 1am sang khi dugc ding ciing véi thite in, ruou,
amoxicillin, cafein, lidocain, quinidin hay theophylin. Thudc ciing khéng bi anh huéng do ding déng thoi véi
Maalox hay metoclopramid.

- Omeprazol c6 thé lam ting néng do ciclosporin trong mau.

- Omeprazol lam ting tic dung cua khing sinh diét trit H. pylori.

- Omeprazol tic ch€ chuyén hod ctia cdc thuéc bi chuyén hod bai hé enzym trong cytocrom P,so ctia gan va cé
thé lam tang néng do diazepam, phenytoin va warfarin trong mau. Sy giam chuyén hod ctia dlacham lam cho
tic dung ctia thudc kéo dai hon. Véi liéu 40mg/ngay, omeprazol itc ché chuyén hod phenytoin va lam ting
nong do cia phenytoin trong mdu, nhung liéu ZOmg/ngéLy lai c6 tuong tdc y&€u hon nhiéu. Omeprazol tic ché
chuyén hod warfarin, nhung lai it 1am thay déi th&i gian chdy mé4u.

- Omeprazol lam tang tic dung chéng déng mau cta dicoumarol.

- Omeprazol 1am gidm chuyén hod nifedipin it nhét 1a 20% va c6 thé 1am tang tic dung ctia nifedipin.

* Clarithromycin: Tuong tic quan trong nhét cta khdng sinh macrolid véi cic thu6c khic 1a do macrolid cé
kha nang tic ché chuyén hod trong gan clia cdc thuéc khdc. Tic dung tic ché cytocrom Pm thdy ro khi uéng
clarithromycin. Véi cdc thuéc tri déng kinh, clarithromycin tic ché& chuyén hod clia carbamazepin va
phenytoin lam ting tdc dung phu ctia chiing. Clarithromycin tc ché chuyén ho4 clia msapnd dén dén khoang
cdch Q-T kéo dai, xoan dinh, rung thét. Clarithromycin ttc ché€ chuyén ho4 trong gan clia theophyhn va lam
ting néng do cla theophylin trong huyét twong din dén nguy co gy ngd doc. Thusc ciing 1am giam su hip
thu cua zidovudin. Cic nghién ciu dugc dong hoc di ching minh ring clarithromycin va céc khang sinh
macrolid khdc anh huéng dén terfenadin din dén ting tich lily thudc nay.

* Tinidazol: Cimetidin c6 thé 1am gidm thai trir tinidazol ra khéi co thé. C6 thé do cimetidin tic ché chuyén
hod tinidazol & gan, nén lam ting ca tic dung diéu tri 14n doc tinh.

Rifampicin c6 thé 1am tang thai trir tinidazol. C6 thé do 1am ting chuyén hod tinidazol &
tic dung diéu tri.

- Qua liéu va cach xir tri:

* Omeprazol: Liéu uéng moét 14n t6i 160mg vin dugc dung nap t6t. Khi uéng qui li
ching, khong c6 thude diéu tri dic hiéu.

* Clarithromycin: Chua c6 bdo cdo. '
* Tinidazol: Khong c6 thudc giai doc dic dé diéu tri qua liéu tinidazol. Chii yéu diéu tri tné\&&hmlg va h6 trg*
c6 thé rita da day. C6 thé loai tinidazol d& dang bing thim téch. P o

- Han dung: 24 thdng tinh tir ngy san xudt. Khong diing thudc da qua han sir dung.

* Luu y: Khi thdy vién thu6c bi ém méc, loang mau, bot thudc trong nang 4m, vén cuc, chuyén mau, nhén
thuéc in s6 16 SX, HD md...hay c6 cdc biéu hién nghi ngd khac phéi dem thudc t6i héi lai noi ban hoic noi
san xudt theo dia chi trong don.

- Qui cach déng goéi: Hop nho chita 1 vi x 6 vién (gém 3 loai thudc: 2 vién nang Omcprazol 20mg, 2 vién
nén bao phim Tinidazol 500mg, 2 vién nén bao phim Clarithromycin 250mg); kém theo t& huéng din sir
dung bén trong hop. HOp trung gian chita 7 hop nho.
- Bao quan: Noi kho, nhiét do duéi 30°C.

- Tiéu chudn 4p dung: TCCS.

PE XA TAM TAY TRE EM
"Doc ky hudng dan su dung trudc khi ding. Néu can thém thong tin xin héi ¥ kién bdc si"

THUOC SAN XUAT TAL:
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