Rx
DOTROME®
20 mg

eThudcnay chidungtheo don thuéc.

© Docky huéng dan sitdung truéckhidung.

o Déxatamtaytréem.

o T& huéng dan st dung néu tém tit cac théng tin quan
trong ciia thuéc. Néu can thém thong tin, xin héi y kién
bacsyhoadcduocsy.

THANH PHAN CONG THU'C THUOC: Méi vién nang cting chifa:
Thanh phan dugc chat: Omeprazol (dudi dang vi hat bao tan
trong ru6t 8,5 % Omeprazol) 20 mg.

Thanh phan ta dugc: Sucrose, Sucrose 30/36, Natri lauryl sulfat,
Dinatri hydrophosphat khan, Calci carbonat, Natri methyl paraben,
Natri propyl paraben, Hydroxypropyl methylcellulose, Methacrylic
acid copolymer type — C (L-30D), Natri hydroxyd pellets, Diethyl
phtalat, Titan dioxid, Talc, Tween 80, Colloidal silicon dioxid A200,
Nang cting gelatin s6 2 (Titan dioxid, Brilliant blue FCF (FD&C blue
No.1), Erythrosin (FD&C red No.3), Quinolin yellow (D&C yellow
No.10), Tartrazin (FD&C yellow No.5), Natri lauryl sulfat, Gelatin).
DANG BAO CHE:Vién nang cung

M6 ta dac diém bén ngoai cta thudc: Vién nang cing s6 2,
ndp nang mau dé nau - than nang mau héng nhat, trong cé
chttathudc dang vi hat trdng nga, khéng mui.

CHiDINH:

-Trao ngugcdich da day - thuc quan.

-Loétdadaytatrang.

-Hoichung Zollinger - Ellison.

LIEUDUNG, CACHDUNG:

Liéudung:

Luén dung thudc ding liéu lugng trong don thudc.

- Diéu trj chiing viém thuc quan do trao ngugc da day - thuc
quan: Liéu thudng dung la 20 mg - 40 mg/ ngay 1 lan, trong
thdigian tir4-8tuan, sau d6 cé thé duy tri véiliéu 20 mg/ngay.
-Diéu triloét: 20 mg/ngay 11an (truong hgp ndng 40 mg) trong
4 tuan néu la loét ta trang, trong 8 tuan néu la loét da day.
Khong néndung kéo dai hon thai giantrén.

- Diéu trj hoi ching Zollinger - Ellison: 60 mg/ngay 1 1an
(20 mg - 120 mg méi ngay), néu dung liéu cao hon 80 mg thi
chia lam 2 1an méi ngay. Liéu lugng can dugc tinh theo ting
trudng hgp cu thé va triliéu cé thé kéo dai tuy theo yéu cau lam
sang.Khéng dugc ngiing thuéc dot ngot.

Cachdung: Dung uéng.

Trudng hop quén udng mét liéu dung: Hay udng ngay khi nhé
ra. Néu thdi gian gan vdi lan dung thudc ti€p theo, bd qua liéu
da quén va hay dung liéu tiép theo vao thai gian thudng lé.
Khéng dungliéu gap déi dé bu vao liéu da quén.

Trudng hop udng qua nhiéu vién thudc: Hay gap ngay bac sy
hoéc téikhoa Héi stc - Cap clu clia bénh vién gan nhat.
CHONG CHiDINH:

Quéman cdm véithude. )
CANHBAOVATHANTRONG KHIDUNGTHUOC:

Trudc khi cho nguoi bi loét da day dung omeprazol, phai loai
trirkhd nang bi u 4c tinh (thudc c6 thé che I8p cac triéu ching,
dodélam chan doan muén).

Strdung cho phunitcé thaiva cho con bi:

- Théi ky mang thai: Tuy trén thuc nghiém khong thdy omeprazol
c6 kha nang gay di dang va doc véi bao thai, nhung khong nén
dung cho ngudi mang thai, nhatla trong 3 thang dau.

-Thaiky cho con bi: Khéng nén dung omeprazol & ngusi cho
con bud. Cho dén nay, chua c6 tai liéu nghién ctiu nao cé két
luan cuthé vé van dé nay.

Anh huéng ctia thudc 1én kha nang lai xe, van hanh may méc:
Thén trong khi l4i xe va van hanh may méc do thudc gay nhiic
dau, buén ngl, chéng mat. Néu c6 cac triéu ching trén thi
khong nén laixe, van hanh may moc.

TUONGTAC, TUGNG KY CUATHUOC:

Tuong tacctathudc:

- Omeprazol khong c6 tuong tac quan trong trén lIam sang khi
dugc dung cung thiic an, rugu, amoxicillin, bacampicillin, cafein,
lidocain, quinidin hay theophyllin. Thuéc cing khéng bi &nh
huéng do dung dong thai Maalox hay metoclopramid.
-Omeprazol c6 thé lam tdng ndng do ciclosporin trong mau.
-Omeprazollam tang tdc dung ctia khang sinh diét tri H.pylori.
-Omeprazol tic ché chuyén héa clia cac thudc bj chuyén héa bai
hé men trong cytochrom P, clia gan va c6 thé lam tdng néng
do6 diazepam, phenytoin va warfarin trong mau. Sy giam
chuyén héa clia diazepam lam cho tac dung ctia thudc kéo dai
hon. Véi liéu 40 mg/ngay omeprazol tc ché chuyén hoa
phenytoin va lam téng noéng d6 cla phenytoin trong mau,
nhung liéu omeprazol 20 mg/ngay lai ¢ tuong tac yéu hon
nhiéu. Omeprazol tc ché chuyén hoa warfarin nhung lai it lam
thay déi thai gian chdy mau.

-Omeprazol lam tang téc dung chéng déng méu clia dicoumarol.
- Omeprazol lam gidm chuyén héa nifedipin it nhat 1a 20 % va
c6thélam tang téc dung cda nifedipin.

- Clarithromycin tic ché chuy&n hda omeprazol va lam cho néng
d6 omeprazol tang cao gap doi.

Tuongky ciiathuéc:

Do khéng cé cac nghién ctiu vé tinh tuong ky cdia thudc dung
dudng udng, khdng tron 1an thude nay véi cac thude khac.
TACDUNG KHONG MONG MUON:

Bang tém tit cac phan ing khéng mong muén:

Cacco Tan suét Cac phan iing khéng

quan (*) mong muén

Toanthan | Thudng gdp [Nhicdau, buén ngl, chong mat.

Hiém gdp |D6mé héi, phu ngoai bién, qué man
bao gém pht mach, sét, phan vé.

Tiéuhoa Thuong gdp|Buénnén, nén, daubung, téobén,
chudngbung.

Hiém gdp |Viém da day, nhiém nam Candida,
khomiéng.

Thankinh ftgdp  |M&tngu, réiloan cdm giac, chéng
mat, métmai.

Hiém gdp [Lalan cé hoiphuc, kich dong, tram
cam, 30 gidc & ngudibénh cao tudi
va dac biét la & nguoi bénh nang,
r6iloanthinhgiac.

Da ftgdp  |NG&imay day, ngua, néiban.
Gan ftgdp  |Tangtamthoitransaminase.

Hiém gdp |Viém gan vang da hoac khéng vang
da, bénh néo & ngudi suy gan.

Huyéthoc Hiém gdp | Gidm bach cau, glam tiéu cau, glam
toan thé huyét cu, mat bach cau
hat.

Noitiét Hiém gdp |Vatoddanoéng.

Hé hap Hiém gdp |Coth&tphéquan.

Co-xuong | Hiémgdp |Paukhdp,dauca.

Tiétniéu- | Hiémgdp |Viemthanke.

sinh duc

(*¥) Tan suét tac dung khéng mong muén dugce dinh nghia nhu
sau: Rat thudng gap (ADR = 1/10), thudng gap (1/100 < ADR <
1/10),itgap (1/1000 < ADR < 1/100), hiém gap (1/10000 < ADR
< 1/1000), rat hiém gap (ADR < 1/10000), khéng ré (khong
dugc uSctinh tirdirliéu co san).

Huéng dan cach xirtri ADR:

Phai ngling thuéc khi ¢6 biéu hién tac dung khéng mong
mudn nang.

QUA LIEUVA CACH XU'TRI:

Triéu chiing va biéu hién khisttdung thuéc qua liéu:

Liéu udng 1 1an téi 160 mg trong thdi gian 3 ngay van dugc
dungnaptét.

Cach xtrtrikhi dung thudc qualiéu:

- Khi uéng qua liéu, chi diéu tri triéu chimng, khong c6 thudc
diéutridachiéu.

-Tich cuc theo d6i dé cé bién phap xtrtrikip thdi.
PACTINHDUGCLUCHOC:

Nhém dugcly: Chong loét da day, té trang; tic ché bom proton.

Ma ATC: A02BCO1

Omeprazol tc ché sutiét acid ctia da day do tc ché ¢ héi phuc
hé men hydro - kali adenosin triphosphatase (con goi la bom
proton) & té bao vién cla da day. Tac dung nhanh, kéo dai
nhung phuc héi dugc. Omeprazol khéng cé tac dung lén thu
thé (receptor) acetylcholin hay thu thé histamin. Dat téc dung
t6i da sau khiuéng thuéc 4 ngay.
PACTINHDUGCPONGHOC:

- Omeprazol dugc hap thu hoan toan & rudt non sau khi uéng
tU 3 gid dén 6 gid. Sinh kha dung khoang 60 %. Thiic an khéong
anh hudng lén sy hdp thu thubc & rudt. Su hap thu omeprazol
phu thudc vao liéu udng. Thudc c6 thé tu lam téng hdp thu va
sinh kha dung ctia n6 do Uc ché da day baitiét acid. Thuéc gan
nhiéu vao protein huyét tuong (khodng 95 %) va dugc phan b
& cdc mo, dac biét 1a & té bao vién cla da day. Sinh kha dung
cutaliéu udng 11an dau tién la khoang 35 %, nhung sé tang lén
khodng 60 % khi uéng tiép theo méi ngay mét liéu. Tuy thai
gian ban thai ngén (khodng 40 phut), nhung tac dung Uc ché
bai tiét acid lai kéo dainén c6 thé dung mdingay chi 1 1an.

- Omeprazol hau nhu dugc chuyén héa hoan toan tai gan, dao
thai nhanh chéng, chu yéu qua nudc tiéu (80 %), phan con lai
theo phan. Cac chat chuyén héa déu khéng cé hoat tinh,
nhung lai tuong tac véi nhiéu thudc khac do tac dung dic ché
cacmen cliacytochrom P, cliatébaogan.

- Dugc déng hoc cda thudc khong bi thay déi cé y nghia &
ngudi cao tudi hay ngudi bénh bj suy chiic ndng than. nglIc‘ri
bi suy chtic nang gan, thi sinh kha dung ctia thudc tang va do
thanh thai thu6c giam, nhung khéng c6 tich tu thudc va cac
chatchuyen héa cuathuoctrong cothé.

QUY CACHDONG GOI:

- Hop 1 vix 10 vién, hop 3 vix 10 vién, hdp 10 vix 10 vién (vi
b&m nhém -nhdm).

-Hop 1tdinhdémx 1vix 10vién, hdp 1 tdinhdmx 10vix 10 vién
(vixé nhém-nhoém).

-Ho6p 1 chai 14 vién.

DIEU KIEN BAO QUAN:

Bao quan &:Noikho, nhiét do dudi 30 °C, tranh dnh sang.

Bao quan trong bao bigdc cliathudc.

HAN DUNG: 36 thang ké tir ngay san xuat. Khong dung thuéc
qud hanstrdung da ghitrénnhan.

TIEU CHUAN CHAT LUGNG:TCCS.

CO SG SAN XUAT:

CONG TY CO PHAN XUAT NHAP KHAU Y TE
DOMESCO
Dia chi: 6 66, Qudc 16 30, Phuang My Phu, Thanh
phé Cao Lanh, TinhDong Thap

DOMESCO  Dién thoai: 1800.969.660
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