RX THUGC BAN THEO BON

THANH PHAN:

Moi vi chra 2 vién Clarithromycin, 2 vién Tinidazol, 2 vién Omeprazol
- ClarithromMYCIN ......coiviiiiei e 250mg

- Ta dwgc: Starch 1500, Tinh bot ngd, Povidon K90, Natri starch
glycolat, Avicel PH102, Magnesi stearat, Colloidal silicon dioxid A200,
Hydroxypropylmethyl cellulose 15 cP, Hydroxypropylmethyl cellulose
6 cP, Polyethylen glycol 6000, Talc, Titan dioxid, Mau Quinolin yellow lake.
-Tinidazol .. e . ..500 mg
- Ta duoc: Tmh bot ngo AV|ceI PH1 01 Powdon K90 Natrl starch
glycolat, Magnesi stearat, Hydroxypropylmethyl cellulose 15 cP,
Hydroxypropylmethyl cellulose 6 cP, Polyethylen glycol 6000, Talc,
Titan dioxid.

- Omeprazol dang vi hat 8,5 % twong dwong Omeprazol .......... 20 mg
-Tadwoc: Magnesi stearat.

DANG BAO CHE:

- Clarithromycin: Vién nén bao phim.

- Tinidazol: Vién nén bao phim.

- Omeprazol: Vién nang cirng.

QUY CACHDONG GOI:

- Hop chra 7 hép nhd x 1 vi x 6 vién (2 vién Clarithromycin + 2 vién
Tinidazol + 2 vién Omeprazol).

- HOp 7 vi x 6 vién (2 vién Clarithromycin + 2 vién Tinidazol + 2 vién
Omeprazol).

CHIiDINH:

Dorokit duwgc chi dinh dé diét He/icobacterpylori trong bénh viém da
day mantinh, bénh loét da day vata trang.

LIEU LWUONG VA CACHDUNG: Dung ubng

- Uong mot V|en Clarlthromycm 1 vién Tinidazol va 1 vién Omeprazol vao
budi sang va ubng thém mét 1an twong tw vao budi téi, trong mét tuan.

- Sau do tlep tuc dung riéng Omeprazol theo chi dan ctia thay thuéc
CHONG CHiDINH:

- Qua man cam v&i Clarithromycin, Tinidazol, Omeprazol.

- Chéng chi dinh & phu ni¥ cé thai va cho con bu, bénh réi loan tao
mau.

THAN TRONG KHI SU’ DUNG:

- Bénh nhan dang dung thuéc khéng nén udng nuwéc giai khat ¢o con vi
Tinidazol ¢6 thé gay ra cac twong tac dang Disulfiram véi rwou.

- Thén trong v&i nguoi bi suy gan hay suy than.

-ChUy dé chan doan tinh trang viém dai trang mang gié & nhirng bénh
nhan bi tiéu chay sau khi dung thuoc khang sinh.

- Tréanh dung thudc & bénh nhan cé roiloan than kinh thuc thé.

*Canh giac: )

- Khéng dung thuoc & bénh nhén nghi ngd co tén thwong ac tinh & da
day vi Omeprazol c6 thé lam che gi&u triéu chirng va lam cham chén
doan.

- Khéng nén dung Clarithromycin & nhirng bénh nhéan dang didu tri voi
Terfenadine hay Artemizole, st dung ddng thoi co thé lam gia téng
ndng dé clia cac khang Hlstamln nay trong mau, lam cho khoang thoi
gian QT kéo dai hay géy ra rbiloan nhip tim.

PHUN{* CO THAIVA CHO CON BU:

Clarlthromycm Tinidazol va Omeprazol: Cac nghién ctru c6 kiém soat
day da chwa duwoc tién hanh day da & ngudi. Tuy nhién cac nghién
ctrutrén stc vat thubc cé gay doc cho me va bao thai.

ANHHU'ONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC:
Thudc khong anh hwéng khilai xe va van hanh may moc.

TUONG TAC VOICAC THUOC KHAC VA CAC DANG TU'ONG TAC
KHAC:

* Twong tac vai Clarithromycin:

- Do Clarithromycin cé tac dung (rc ché cytocrom P,,. V&i cac thube tri
dong kinh, Clarithromycin (rc ché sw chuyén hoa clia carbamazepin
va phenytoin lam tang tac dung phu cla chung

- Clarithromycin Grc che chuyén hoa cla cisaprid dan dén khoang
céach Q- T kéo dai, xoan dinh, rung that.

- Clanthromycm (rc ché chuyen hoa trong gan clia theophylln valamtang
nong do theophylin trong huyet twong dan dén nguy co gay ngd doc.

- Thuéc ciing lam giam sy hap thu cla zidovudin. Clarithromycin &nh
hwéng dén chuyen héa clia terfenadin dan dén téng tich Iy thubc nay.
*Twong tac véi Tinidazol:

- Cimetidin co thé 1am glam thai trir Tinidazol ra khéi co thé. C6 thé do
Cimetidin (rc ché chuyén hoa Tinidazol & gan, nén lam tang ca tac
dung diéu trj1an doc tinh.

- Rifampicin c6 thé lam tang thai Tinidazol. Co thé do tang chuyén hoa
Tinidazol & gan, valam gidm tac dung diéu tri.

* Twong tac véi Omeprazol:

- Omeprazol khéng c6 twong tac quan trong trén lam sang khi dwoc
dung cung thtre an, rwou, amoxicillin, bacampicilin, cafein, lidocain,
quinidin hay theophylin. Thubc ciing khéng bi anh hwéng do ding
ddng thoi Maalox hay metoclopramid.

- Omeprazol c6 thé lam téng nong do ciclosporin trong mau.

- Omeprazol lam téng tac dung ctia khang sinh diéttrir H.pylori

- Omeprazol (rc ché chuyén héa clia cac thubc bi chuyén hoa bai hé
enzym trong cytocrom P, clia gan va cé thé lam tang néng do
diazepam, phenytoin va warfarin trong méu. Sy gidm chuyén héa cia
diazepam lam cho tac dung ctia thuéc kéo dai hon. Véilidu 40 mg/ngay
Omeprazol (rc ché chuyén héa phenytoin va lam tang néng do cla
phenytom trong mau, nhung liéu Omeprazol 20 mg/ngay lai cé twong
tac yéu hon nhiéu. Omeprazol (rc ché chuyén héa warfarin, nhung lai it
|am thay déi thoi gian chay mau. i

- Omeprazol lam téng tac dung chong déng méu ctia dicoumarol.

- Omeprazol Iam giam chuyén hoa nifedipin it nhat 1a 20% va cé thé
lamtangtac dung cua nlfedlpln

- Clarithromycin trc che chuyén hoa omeprazol va lam cho néng dé
omeprazol tang cao gép ddi.

TAC DUNG KHONG MONG MUON:

Cacthanh phan clia b thudc dwoc ghi nhan 1a dung nap tot trong cac
th&r nghiém lam sang. Cac tac dung phu thwdng la nhe va thoang qua.
- Tac dung phu trén dwong tiéu hda gdm budn nén, nén, khé chiu
trong da day, bat thweng vé vi gidc, chan an, tao bon, day hoi, va co
thé gay tang thoang qua cac men gan.

- Phan (rng qua man, nglra, phat ban, ndi mé day dwoc ghi nhan véi
cactacnhanriéngré.

- Nhirc dau, hoa mat, chéng mat, mét, 10 14n, co thé xay ra trong mot
vaitreong hop. .

- Tinidazol cé thé gidam bach cau hat thoang qua. ]

Thong bao cho Bac sinhirng tac dung khéng mong mudn gép phai khi
strdung thuoc

QUA LIEU VA CACH XU’ TRi: ) .

-Qua Ileu Clarithromycin: Ngwng duing thudc va can cham séc.
-Qualiéu Tinidazol:

Diéutritriéu chirng va ho tro:: Rlra da day hodc bang tham tach mau.
-Qua lidu Omeprazol Liéu uong 11an t&i 160 mg van dwoc dung nap
tot. Khi uong qua lidu, chi diéu tri triéu chirng, khdng cé thudc dieu tri
dachiéu.

DUQCLUYCHOC:

* Clarithromycin:

Clarithromycin la khang sinh macrolid ban téng hop. Clarithromycin
thuong co tac dung kim khuan, mac du c6 thé c6 tac dung diét khuan &
liu cao hodc déi véi nhiing ching rat nhay cam. Clarithromycin (rc ché
su téng hop protein & vi khuan nhay cdm béng cach gan voi tiéu don vi
50S ribosom. Clarithromycin ¢6 tac dung manh dog VoI Moraxella
(Branhamella) catarrhalis va Legionella spp. Tac dung rat manh doi véi
Chlamydia spp, Ureaplasma urealyticum va Mycobacterium avium ndi
bao (MAI = Mycobacterium avium intracellulaire). Clarithromycin ciing co
tac dung voi M. leprae. Trong mot vai tai liéu co n6i den tac dung in vitro
VvOi Toxoplasmagondii va c6 mét vai tac dung voi Cryptosporidis. Chat
chuyén hoa 14-hydroxy Clarithromycin c6 hoat tinh va ¢6 thé hiép dong in
vitro véi thuoc me dé 1am téing dang ké hoat tinh cta Clarithromycin trén
1am sang dbi véi Haemophilus influenzae. Chat chuyén hoa co nira doi ti
4 —9 gi¢. Clarithromycin dwoc dung nap & da day — ruét. Clarithromycin
¢6 ai lyc voi CYP 3A—4 thap hon va vi vay tuong tac thude it quan trong
hon trén Iam sang. Tuy vay, Clarithromycin chong chi dinh dung chung
V@i astemizol, cisaprid va terfenadin.

* Tinidazol:

Tinidazol Ia dan chat imidazol. Thudc co tac dung véi ca dong vat
nguyén sinh va vi khudn ky khi bt budc nhw Bacteroides spp.,
Clostridium spp., Fusobacterium spp.. Co ché tac dung ctia Tinidazol
véi vi khuén ky khi va nguyén sinh dong vat la thubc tham nhap vao té
b&o clia vi sinh vat va sau dé pha hdy chudi DNA hoac tic ché téng
hop DNA. Tinidazol c6 tac dung phong va diéu tri cac nhiém khuan
dwong mat hodc dwong tiéu hoa, didu tri ap xe va didu tri cac nhiém
khuén ky khi nhw viém can mac hoai tlr va hoai thw sinh hoi. Trén thyc
té thuerng gap cac nhiém khuan hén hop, do vay can phai phéi hop
Tinidazol v&i cac khang sinh khac mét cach hop Iy dé co thé loai tr
dwoc ca cac vi khuén hiéu khi nghi nge. D& phong nhiém khuén trong
phau thuat, c6 thé phéi hop Tinidazol véi gentamicin hodc Tinidazol
voi cephalosporin, dung trwdc va trong khi ph&u thuat. Khéng nén
dung thudc tiep sau phéu thuéat. Dung thu6c dy phong kéo dai khong
tang tac dung phong ngtra ma con lam tang nguy co nhiém khuan
tiém an va khang thuéc. Néu nghi ngo ¢o nhiém hon hcyp vi khuan ky
khi va Enterococcus, nén phdi hop Tinidazol véi ca gentamicin va
ampicillin/cephalosporin, hodc Tinidazol v&i vancomycin. Trwong
hop nghi ng® nhiém cac vi khudn Gram am Enterobacteriaceae nhuw
Klebsiella, Proteus hodc Escherichia cung v&i cac vi khuan ky khi,
nén phdi hop Tinidazol véi cac cephalosporin thé hé 1 hodc 2. Néu
nghi ng® c6 cac vi khuan Enterobacteriaceae khac nhw Enterobacter,
Morganella, Providencia, Serratia trong cac nhiém khun hén hop ky
khi va hiéu khi, can phéi hop Tinidazol voi cephalosporin thé he 3,
penicillin va thuéc e ché beta - lactamase, monobactam va/ho&c
gentamicin. Néu nghi ngé cac vi khuén ky khi khang Tinidazol, cé thé
dung cac thuéc khac thay thé nhw clindamycin hodc cloramphenicol,
imipenem hoac phédi hop penicillin va thubc rc ché beta—lactamase.
*Omeprazol: i i i .

- Omeprazol trc ché s bai tiét acid ctia da day do trc ché cé hoi phuc
he} enzym hydro — kali adenosin triphosphatase (bom proton) & té bao
vién cla da day. Tac dung nhanh, kéo dai nhwng hdi phuc dwoc.
Omeprazol khéng cé tac dung 1&n thu thé (receptor) acetylcholln hay
thu thé histamin. Dat tac dung téi da sau khi uéng thuéc 4 ngay.
DUQCDONGHOC: o

Tat ca 3 thuoc trong b thuoe deu dwoc hap thu tot qua dwong tiéu hoa.
*Clarithromycin: i

- Clarithromycin khi udng dwgc hap thu nhanh qua dwdng tiéu hda va chiu
sw chuyén hoa dau tién & mirc dd cao lam cho kha dung sinh hoc clia
thudc me gidm xudng con khodng 55%. Mirc hap thu gan nhu khong bi
anh hudng béi thire an. Ndng dé dinh clia clarithromycin va chat chuyén
héa chinh 14 - hydroxy clarithromycin khoang 0,6 - 0,7 mlcrogam/ml sau
khi uong mét lidu duy nhét 250 mg. O trang thai can bang dong & cling
mirc liu trén cho ndng dé dinh khodng 1 microgam/ml.

- Duwoc dong hoc cuda clanthromycm khéng tuyén tinh va phu thudc
lidu. Caclidu lén co thé tao nén cac ndng dd dinh tang khong theo ty 1&
thuan do chuyé&n hoa thuéc bi bao hoa.

- Clarithromycin va chét chuyen héa chinh dwoc phan phéi rong réiva
nong do trong mé vurot nong do trong huyet thanh do mot phan thubc
duoc thu nap vao trong té bao. Thuoc chuyen héa nhiéu & gan va thai
ra phan qua dwong mat. Mét phan dang ké dwoc thai qua nudc tiéu.
Khoang 20 va 30% theo thir tw (rng v&i lidu 250 mg va 500 mg duoc
thai qua nuoc tidu duéi dang khong bi chuyén héa. 14 - hydroxy
clarithromycin ciing nhw cac chét chuyén héa khac ciing dwoc thai
qua nuéc tidu. Thoi gian ban thai cta clarithromycin khoang 3 - 4 gi
khi nguoi bénh udng 250 mg clarithromycin, 2 lan/ngay, va khoang
5 -7 gio khi ngwdi bénh udng lieu 500 mg, 2 lan/ngay. Thoi gian ban
thai bj kéo dai & nguwdi bénh suy than.

* Tinidazol: i o ) .

- Tinidazol dwgc hap thu hau hét sau khi udng va nong do dinh trong
huyét twong dat khoang 40 microgam/ml sau 2 gi¢ duing liéu duy nhat
2g, tut xuéng 10 microgam/ml sau 24 gi® va 2,5 microgam/ml sau 48
gid. Vi lidu duy tri 1g hang ngay co thé duy tri dwoc ndng do trén
8 microgam/ml. Th&i gian ban thaitrong huyéttwong la 12— 14 gio.
-Tinidazol dwoc phan bé rong rai va ndng do dat dwoc & mat, stra, dich
n&o tly, nwéc bot va cac moé khac trong co thé twong tw véi ndng do
trong huyét twong, thuéc d& dang qua nhau thai. Chi c6 12% gén vao
protein huyét tvong. Thubc chuwa chuyén hoa va cac chat chuyén hoa
ctia thubc duoc bai tiét trong nwérc tidu va moét phan it hon trong phan.
*Omeprazol: i ) .

- Omeprazol dwoc hap thu hoan toan & ruét non sau khi uong tr 3 dén
6 gio'. Kha dung sinh hoc khoéng 60%. Thirc &n khong anh hwéng lén
sy hapthuthuocciruot ‘ i )

Sw hag thu omeprazol phu thudc vao liéu uéng. Thuoc co thé tw lam
tang hap thu va kha dung sinh hoc clia né do trc ché da day bai tiét
acid. Thubc gan nhiéu vao protein huyet tuong (khoang 95%) va
duoc phan bb & cac mo, d&c biét la & té bao vién clia da day. Kha
dung sinh hoc cta liéu uéng mot Iah dau tien 1a khoang 35%, nhung
sé tang lén khoang 60% khi uong tiep theo mé&i ngay mot liéu. Tuy thoi
gian ban thai ngan (khoang 40 phut) nhwng tac dung trc ché bai tiét
acid lai kéo dai, nén c6 thé dung mdingay chi 11an.

- Omeprazol hau nhw dugc chuyen héa hoan toan tai gan, dao thai
nhanh chéng, cha yéu qua nuéc tiéu (80%), phan con lai theo phan.
Céc chét chuyen héa déu khong cé hoat tinh, nhwng lai twong tac voi
nhiéu thudc khac do tac dung trc ché cac enzym cla cytochrom P,
ctatébaogan.

- Dwoc ddng hoc ctia thude khong bi thay dbi cé y nghia & ngudi cao
tudi hay ngudi bénh bi suy chirc nang than. O nguoi bi suy chirc nang
gan, thi kha dung sinh hoc cta thuoctang va do thanh thai thubc giam,
nhu>ng khéng cé tich tu thudc va cac chat chuyén héa clia thube trong
co'the

BAO QUAN Noikho, dwéi30°C, tranh anh sang.

HAN DUNG: 36 thang ké tir ngay san xuét.

THUOC NAYCHiDUNG THEODBON CUABAC sl.

POCKY HUONG DAN SU’ DUNG TRU'O'C KHIDUNG

NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SI.

DE XATAMTAY TRE EM.

NHA SAN XUAT VA PHAN PHOI:

CONG TY CO PHAN XUAT NHAP KHAU Y TE DOMESCO
66, Quéc 16 30, P. My Phu, TP. Cao Lanh, Bdng Thap
Dién thoai: 067. 3851950

DOMESCO
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