DOROKIT®

THUOC KE PON, THUOC NAY CHI SU DUNG THEO SU KE PON CUA BAC Si

THANH PHAN:

MB&i vi chira 2 vién Clarithromycin, 2 vién Tinidazol, 2 vién Omeprazol

O U011 (0] 1)/ T USSR 250 mg
-Ta d}l’(_)’C: vira di cho 1 vién nén bao phim.

(Chi tiét: Xem trén to hudng dan su dung thuoc)

el B8 T E: /o) RSP 500 mg
- Ta duogc: vira du cho 1 vién nén bao phim.
(Chi tiét: Xem trén to hudng dan sir dung thudc)

- Omeprazol dang vi hat 8,5 % tuong duong Omeprazol ..............oooiiiiiiiiiiiiii i, 20 mg
-Ta d}IC_)’C: vira du cho 1 vién nang cimg.
(Chi tiét: Xem trén t& hudng dan st dung thude)

DANG BAO CHE:

- Clarithromycin: Vién nén bao phim.

- Tinidazol: Vién nén bao phim.

- Omeprazol: Vién nang cung.

QUY CACH PONG GOI:

Hop chira 7 hop nho x 1 vi x 6 vién (2 vién Clarithromycin, 2 vién Tinidazol, 2 vién Omeprazol).

CHI PINH:

Dorokit duoc chi dinh dé diét Helicobacter pylori trong bénh viém da day mén tinh, bénh loét da day va ta
trang.

LIEU LUQNG VA CACH DUNG: Dung udng

- Ubng mot vién Clarithromycin, 1 vién Tinidazol va 1 vién Omeprazol vao budi sang va udng thém mot lan
tuong tu vao budi tdi, trong mot tuan.

- Sau d6 tiép tuc dung riéng Omeprazol theo chi dan cuia thay thudc.

CHONG CHI PINH:

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

- Chéng chi dinh & phu nir ¢6 thai va cho con b1, bénh r6i loan tao mau.

THAN TRONG KHI SU DUNG:

- Bénh nhan dang dung thudc khong nén udng nudc giai khat co con vi Tinidazol co thé giy ra cac tuong tac
dang Disulfiram v6i rugu.

- Than trong v&1 nguoi bi suy gan hay suy than.

- Chu y dé chan doan tinh trang viém dai trang mang gia & nhitng bénh nhén bj tiéu chay sau khi ding thude
khang sinh.

- Tranh dung thudc & bénh nhan c6 rdi loan than kinh thuc thé.

* Canh giac:

- Khong ding thude & bénh nhan nghi ngd ¢6 tén thuong 4c tinh & da day vi Omeprazol c6 thé lam che gidu
triéu chimg va lam cham chan doan.

- Khong nén ding Clarithromycin & nhitng bénh nhan dang diéu tri véi Terfenadine hay Artemizole, sir
dung dong thoi ¢ thé 1am gia ting ndong do cua cac khang Histamin ndy trong mau, lam cho khoang thoi
gian QT kéo dai hay gy ra r6i loan nhip tim.

PHU NU CO THAI VA CHO CON BU:



Clarithromycin, Tinidazol va Omeprazol: Cac nghién ciru ¢ kiém soat day du chua duoc tién hanh day du ¢
ngudi. Tuy nhién cac nghién ctru trén stc vat thude co gy doc cho me va bao thai.

ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC:

Thudc khong anh hudng khi 14i xe va van hanh may moc.

TUONG TAC VOI CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC:

* Twong tac voi Clarithromycin:

- Do Clarithromycin c6 tac dung trc ché cytocrom Puso. V&i cac thude tri dong kinh, Clarithromycin trc ché
su chuyén hoa ctia carbamazepin va phenytoin lam ting tac dung phu cta ching.

- Clarithromycin trc ché chuyén hoa cuia cisaprid dan dén khoang cach Q - T kéo dai, xo4n dinh, rung thit.

- Clarithromycin trc ché chuyén hoa trong gan cua theophylin va lam ting néng do theophylin trong huyét
tuong dan dén nguy co gy ng6 doc.

- Thudc ciing lam giam su hap thu cua zidovudin. Clarithromycin anh hudng dén chuyén héa cua terfenadin
dan dén tang tich liy thudc nay.

* Twong tac voi Tinidazol:

- Cimetidin c¢6 thé lam giam thai trir Tinidazol ra khéi co thé. C6 thé do Cimetidin e ché chuyén hoa
Tinidazol & gan, nén lam tang ca tac dung diéu tri 1an doc tinh.

- Rifampicin c6 thé 1am ting thai Tinidazol. C6 thé do ting chuyén hoa Tinidazol ¢ gan, va lam giam tac
dung diéu tri.

* Twong tdac voi Omeprazol:

- Omeprazol khong c6 tuong tac quan trong trén lam sang khi dugc dung cung thirc dn, rugu, amoxicillin,
bacampicilin, cafein, lidocain, quinidin hay theophylin. Thudc ciing khong bi 4nh huong do dung dong thoi
Maalox hay metoclopramid.

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

- Omeprazol lam tang tac dung cia khang sinh diét trir H.pylori.

- Omeprazol trc ché chuyén héa cta cac thudc bi chuyén héa bai hé enzym trong cytocrom Paso ctia gan va
c6 thé 1am tang nong do diazepam, phenytoin va warfarin trong mau. Sy giam chuyén hoa cta diazepam
lam cho tac dung cua thudc kéo dai hon. Véi lidu 40 mg/ngay Omeprazol trc ché chuyén hoa phenytoin va
lam ting nong do cia phenytoin trong mau, nhung liéu Omeprazol 20 mg/ngay lai c¢6 twong tic yéu hon
nhiéu. Omeprazol trc ché chuyén hoa warfarin, nhung lai it 1am thay d6i thoi gian chay méu.

- Omeprazol lam tang tac dung chéng dong mau ctia dicoumarol.

- Omeprazol lam giam chuyen hoéa nifedipin it nhat 1a 20% va co thé 1am tang tac dung cua nifedipin.

- Clanthromycm {rc ché chuyén hoa omeprazol va lam cho ndng d6 omeprazol ting cao gap doi.

TAC DUNG KHONG MONG MUON:

Céc thanh phan ciia bo thudc duoc ghi nhan 14 dung nap tét trong céc thir nghiém 1am sang. Céc tac dung
phu thuong la nhe va thoang qua.

- Tac dung phu trén dudng tiéu hoa gdm budn ndn, ndn, kho chiu trong da day, bat thuong vé vi giac, chan
an, to bon, day hoi, va co thé gay tang thoang qua cac men gan.

- Phan tmg qua man ngura, phat ban, n6i mé day dugc ghi nhan vdi céc tadc nhan riéng ré.

- Nhtre dau, hoa mit, chong mat, mét, la 1an, c6 thé xay ra trong mot vai truong hop.

- Tinidazol c6 thé giam bach cau hat thoang qua.

Thong bao cho Bac si nhirng tic dung khong mong mudn gip phai khi sir dung thude.

QUA LIEU VA CACH XU TRi:

- Qué liéu Clarithromycin: Ngung dung thudc va can cham soc.

- Qué liu Tinidazol:

Diéu trj triéu chimg va hd tro: Rira da day hodc béng tham tach mau.

- Qué lidu Omeprazol: Liéu udng 1 1an téi 160 mg vin duoc dung nap t6t. Khi uéng qua liéu, chi diéu tri
triéu chimng, khong co thude diéu tri dac hidu.

DUQC LUC HQC:



* Clarithromycin:

Clarithromycin la khang sinh macrolid ban tong hop. Clarithromycin thuong cé tac dung kim khuan, méc du
c6 thé co tac dung diét khudn & liéu cao hodc dbi voi nhitng chung rat nhay cam. Clarithromycin trc ché su
téng hop protein ¢ vi khudn nhay cam bang cach gin véi tiéu don vi 50S ribosom. Clarithromycin cé tac
dung manh d6i véi Moraxella (Branhamella) catarrhalis va Legionella spp. Tac dung rat manh ddi véi
Chlamydia spp, Ureaplasma urealyticum va Mycobacterium avium noi bao (MAI = Mycobacterium avium
intracellulaire). Clarithromycin ciing c6 tic dung véi M. leprae. Trong mot vai tai liéu c6 noi dén tac dung
in vitro voi Toxoplasmagondii va c6 mét vai tdc dung véi Cryptosporidis. Chét chuyén hoa 14-hydroxy
Clarithromycin ¢ hoat tinh va c6 thé hiép ddng in vitro voi thuéc me dé lam ting dang ké hoat tinh cua
Clarithromycin trén 1am sang dbi voi Haemophilus influenzae. Chét chuyén hoa ¢ nira doi tir 4 — 9 gio.
Clarithromycin duoc dung nap ¢ da day — ruét. Clarithromycin c6 ai lyc v6i CYP 3A — 4 thap hon va vi vay
tuong tac thude it quan trong hon trén 1am sang. Tuy vdy, Clarithromycin chéng chi dinh dung chung voi
astemizol, cisaprid va terfenadin.

* Tinidazol:

Tinidazol 13 dan chat imidazol. Thudc c6 tac dung voi ca dong vat nguyén sinh va vi khuan ky khi bat budc
nhu Bacteroides spp., Clostridium spp., Fusobacterium spp.. Co ché tac dung cta Tinidazol v&i vi khuan ky
khi va nguyén sinh dong vat 13 thuéc tham nhap vao té biao ciia vi sinh vat va sau dé pha hily chudi DNA
hodc e ché téng hop DNA. Tinidazol c6 tdc dung phong va diéu trj cac nhiém khuan duong mat hoac
duong ti€u hoa, diéu tri 4p xe va diéu tri cac nhiém khuan ky khi nhu viém can mac hoai tir va hoai thu sinh
hoi. Trén thyc té thuong gap cac nhiém khuan hén hop, do vay can _phai phéi hop Tinidazol véi cac khang
sinh khac mot cach hop ly dé c6 thé loai trir dugc ca cac vi khuan hiéu khi nghi ngo. Bé phong nhiém khuan
trong phau thuat, co thé phdi hop Tinidazol véi ‘gentamicin hodc Tinidazol v6i cephalosporin, dung trude va
trong khi phau thuat. Khong nén dung thubc tiép sau phau thuét. Dung thudc dy phong keo dai khong tang
tac dung phong ngua ma con 1am ting nguy co nhiém khuan tiém 4n va khang thudc. Néu nghi ngd ¢
nhiém hén hop vi khuan ky khi va Enterococcus, nén phdi hop Tinidazol v&i ca gentamicin va
ampicillin/cephalosporin, hodc Tinidazol v6i vancomycin. Truong hop nghi ngd nhiém cac vi khuan Gram
am Enterobacteriaceae nhu Klebsiella, Proteus hodc Escherichia ciing vé6i cac vi khuan ky khi, nén phdi
hop Tinidazol v6i cac cephalosporin thé hé 1 hodc 2. Néu nghi ngo c6 cac vi khuan Enterobacteriaceae
khac nhu Enterobacter, Morganella, Providencia, Serratia trong cac nhiém khuan hdn hop ky khi va hiéu
khi, can phdi hop Tinidazol v&i cephalosporin thé hé 3, penicillin va thudc tc ché beta - lactamase,
monobactam va/hodc gentamicin. Néu nghi ngd cac vi khuan ky khi khang Tinidazol, c¢6 thé dung cac thudce
khac thay thé nhu clindamycin hodc cloramphenicol, imipenem hodc phdi hop penicillin va thude trc ché
beta — lactamase.

* Omeprazol:

- Omeprazol e ché sy bai tiét acid cua da day do wc ché c6 hdi phuc hé enzym hydro — kali adenosin
triphosphatase (bom proton) & té bao vién ciia da day. Tac dung nhanh, kéo dai nhung héi phuc duogc.
Omeprazol khong c6 tac dung 1én thu thé (receptor) acetylcholin hay thu thé histamin. Pat tic dung toi da
sau khi ubng thudc 4 ngay.

DUQC DONG HQC:

Tt ca 3 thudc trong bd thude déu duoc hip thu tét qua dudng tiéu hoa.

* Clarithromycin:

- Clarithromycin khi uéng dugc hap thu nhanh qua duong tiéu hoa va chiu sy chuyén hoa dau tién & mirc do
cao 1am cho kha dung sinh hoc cila thudc me giam xudng con khoang 55%. Mitrc hap thu gan nhu khong bi
anh huong boi thic an. Nong do dinh cia clarithromycin va chat chuyén héa chinh 14 - hydroxy
clarithromycin khoang 0,6 - 0,7 microgam/ml, sau khi udéng mot liéu duy nhit 250 mg. O trang thai cin
bang dong ¢ ciing murc lidu trén cho ndng do dinh khoang 1 microgam/ml.

- Duoc dong hoc cua clarithromycin khong tuyén tinh va phu thudc lidu. Céc lidu 16n c6 thé tao nén cac
nong do dinh tang khong theo ty 1¢ thuan do chuyén héa thude bi bao hoa.




- Clarithromycin va chat chuyén hoa chinh dwoc phan phdi rong rii va nong do trong moé vuot ndng do
trong huyét thanh do mot phan thude dugc thu nap vao trong té bao. Thudc chuyén hoa nhiéu & gan va thai
ra phan qua dudng mat. Mot phan dang ké duoc thai ‘qua nudc tiéu. Khoang 20 va 30% theo thir ty img voi
lidu 250 mg va 500 mg dugc thai qua nudc tiéu dudi dang khong bi chuyen hoéa. 14 - hydroxy
clarithromycin ciing nhu cac chat chuyén hoa khac ciing dugc thai qua nuéc tiéu. Thoi gian ban thai cia
clarithromycin khoang 3 - 4 gid khi ngudi bénh ubng 250 mg clarithromycin, 2 1an/ngay, va khoang 5 - 7
gio khi ngudi bénh udng liéu 500 mg, 2 1an/ngay. Thoi gian ban thai bi kéo dai ¢ ngudi bénh suy than.

* Tinidazol:

- Tinidazol duwoc hdp thu hau hét sau khi udng va néng do dinh trong huyét twong dat khoang 40
microgam/ml sau 2 gid dung lidu duy nhat 2g, tut xubéng 10 microgam/ml sau 24 gi¢ va 2,5 microgam/ml
sau 48 gio. Vi liéu duy tri 1g hing ngay co6 thé duy tri dugc nong do trén 8 microgam/ml. Thoi gian ban
thai trong huyét twong 1a 12 — 14 gio.

- Tinidazol dugc phan b rong rai va nong d6 dat dugc ¢ mat, sita, dich ndo tay, nudc bot va cac mo khac
trong co thé tuong ty véi nong do trong huyét tuong, thuéc dé dang qua nhau thai. Chi c6 12% gan vao
protein huyet tuong. Thudc chua chuyén héa va cac chat chuyén héa cila thuc duge bai tiét trong nude ticu
va mot phan it hon trong phan.

* Omeprazol:

- Omeprazol dugc hip thu hoan toan & rudt non sau khi udng tir 3 dén 6 gio. Kha dung sinh hoc khoang
60%. Thirc an khong anh hudng 1én su hap thu thude & rudt.

Su hép thu omeprazol phu thude vao lidu uéng Thudc c6 thé ty lam tang hap thu va kha dung sinh hoc cua
n6 do e ché da day bai tlet acid. Thudc gin nhiéu vao protein huyét tuong (khoang 95%) va duoc phan b
& cac mo, dic biét 1a ¢ té bao vién cia da day. Kha dung sinh hoc cua lidu udng mot lan dau tién 1a khoang
35%, nhung s& ting 1én khoang 60% khi udng tiép theo mdi ngay mot liéu. Tuy thoi gian ban thai ngan
(khoang 40 phut), nhung tac dung wrc ché bai tiét acid lai kéo dai, nén c6 thé dung mdi ngay chi 1 lan.

- Omeprazol hau nhu dugc chuyén héa hoan toan tai gan, ddo thai nhanh chéng, chu yéu qua nudc tiéu
(80%), phan con lai theo phan. Cac chit chuyén héa déu khong c6 hoat tinh, nhung lai twong tac v&i nhiéu
thudc khac do tac dung trc ché cic enzym clia cytochrom Paso ciia té bao gan.

- Dugc dong hoc ciia thude khong bi thay doi c6 ¥ nghia & nguoi cao tudi hay nguoi bénh bi suy chirc ning
than. O nguoi bi suy chtic nang gan, thi kha dung sinh hoc cua thudc tang va d¢ thanh thai thudc giam,

nerng khong ¢ tich tu thude va cac chat chuyén héa ctia thudc trong co thé.

BAO QUAN: Noi khd, dudi 30°C, tranh &nh sang.

HAN DUNG: 36 thang ké tir ngay san xuat.

KHUYEN CAO:

- Thuoc nay chi dung theo don cua Bac si.

- Doc ky hudng dan sir dung tricoc khi dung.

- Neu can thém thong tin xin hoi y kién Bdc si.

- Dé xa tam tay tré em.



