TG HUGNG DAN SU DUNG THUOC CHO CANBO Y TE

RX THUGC BANTHEO DON

OMMAX |20 MG

o Dockyhuéng dan sitdung truéckhidung.

e Péxatamtaytréem.

e Théng bao ngay cho bac si hoic dugcsinhiing tac dung khéng mong muén
gap phaikhistdung thudc.

THANH PHAN:

Méi vién nang cling chura:

-Omeprazol (dudidang vihatbao tan trong ru6t 8,5 % Omeprazol) ... 20mg
-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, Nudc tinh khiét, 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, Nudc tinh khiét).

DANG BAO CHE: Vién nang cting.

QUY CACHPONG GOI:

-Hop 3 vix 10 vién, hop 10 vix 10 vién.

-Hop 1 chai 14 vién.

DUGC LUC HOC:

Nhém dugcly: Chdng loét da day, ta trang; (ic ché bom proton.

Ma ATC: A02B CO1

Omeprazol tic ché sytiét acid ctia da day do tc ché c6 héi phuc hé men hydro —kali
adenosin triphosphat (con goi Ia bom proton) & té bao vién cta 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. Pat tac dung téi da sau khi uéng
thuéc4ngay.

DUGCPONGHOC:

- Omeprazol dugc hdp thu hoan toan & rudt non sau khi uéng tir 3 dén 6 gid. Sinh
kha dung khodng 60 %. Thiic an khéng anh hudng 1én su hdp thu thudc & rudt. Su
hap thu omeprazol phu thuéc vao liéu uéng. Thudc cé thé tulam ting hap thu va
sinh kha dung ctia n6 do Uc ché da day bai tiét acid. Thuéc gan nhiéu vao protein
huyét tuong (khoang 95 %) va dugc phan b6 & cac mé, dac biét la té bao vién ctia
da day. Sinh kha dung cda liéu uéng 1 1an dau tién 1a khodng 35 %, nhung sé tang
1én khodng 60 % khi uéng tiép theo mbi ngay mét liéu. Tuy thai gian ban thaingan
(khoang 40 phut), nhung tac dung tc ché bai tiét acid lai kéo dai nén c6 thé dung
méingaychi1lan.

- Omeprazol hau nhu dugc chuyén héa hoan toan tai gan, dao thai nhanh chong,
chti y&u qua nudc ti€u (80 %), phan con lai theo phan. Cac chat chuyén hoa déu
khéng co hoat tinh, nhung lai tuong tac véi nhiéu thudc khac do tac dung tc ché
cacmen cliacytochrom P, cliatébao gan.

- Dugc doéng hoc clia thudc khéng bi thay déi c6 y nghia & ngudi cao tusi hay
ngudi bénh bj suy chiic ndng than. & ngudi bi suy chiic nang gan, thi sinh kha
dung ctia thudc tang va d6 thanh thai thuéc giam, nhung khéng c6 tich tu thuéc
va cac chat chuyén hoa cliathudc trong cothé.

CHIiPINH:

-Traongugcdich daday -thucquan.

-Loétdadaytatrang.

-Héichung Zollinger - Ellison.

LIEU DUNG VA CACH DUNG:

Céch dung: Dung uéng

Liéu dung:

- Diéu tri chiing viém thuc quan do trao ngugc da day - thuc quan: Liéu thudng
dungla20-40mg/ngay 11an, trong thai gian tir4 - 8 tudn, sau d6 cé thé duy tri véi
liéu20 mg/ngay.

-Diéutriloét:20 mg/ngay 11an (trudng hgp nang 40 mg) trong 4 tuan néulaloét ta
trang, trong 8 tuan néulaloét da day.Khéng nén dung kéo dai hon thai gian trén.

- Diéu tri hoi chiing Zollinger - Ellison: 60 mg/ngay 1 1an (20 - 120 mg mdi ngay),
néu dung liéu cao hon 80 mg thi chia lam 2 1an méi ngay. Liéu lugng can dugc tinh
theo tiing trudng hgp cu thé va tri liéu cé thé kéo dai tly theo yéu cau |am sang.
Khéng dugc ngling thudc dot ngét.

CHONG CHiDINH:

Quéaman cadm véi cacthanh phan cliathude.

THANTRONG KHIDUNGTHUOC:

-Trudc khi cho ngudi bi loét da day dung omeprazol, phai loai trirkha nang bi u ac
tinh (thu6c cé thé chelap cac triéu chiing, do d6 lam mudn chan doan).

- Bénh nhan khéng dung nap fructose di truyén, kém hép thu glucose-galactose
hay thi€u hutenzym sucrase-isomaltase khong nén strdung thuéc nay.

Phunitcé thaivachoconbu:

-Thai ky mang thai: Tuy trén thuc nghiém khong thay omeprazol cé khd nang gay
di dang va déc vdi bao thai, nhung khéng nén dung cho ngudi mang thai, nhat la
trong 3 thang dau.

-Thaiky cho con bu:Khéng nén dung omeprazol  ngudi cho con bd. Cho dén nay,
chuatailiéu nghién ciu nao co kétluan cu thé vé van dé nay.

Anh huéng ctia thuéc déi véi cong viéc (ngudi van hanh may méc, dang lai
tau xe, nguoilam viéctrén cao va cac truong hop khac):

Thén trong khi lai xe va van hanh may méc do thuéc gay nhiic dau, buén ngg,
chéng mat. Néu c6 cac triéu ching trén thi khéng nén lai xe, van hanh méay méc,
lam viéctrén cao va cac truong hgp khac.

TUONG TAC CUA THUOC VGI CAC THUOC KHAC VA CAC LOAI TUONG TAC
KHAC:

- Omeprazol khong cé tuong tac quan trong trén lam sang khi dugc dung cing
thuic an, rugu, amoxicillin, bacampicillin, cafein, lidocain, quinidin hay theophylin.
Thudc cling khong bidnh hudng do dung déng thdi Maalox hay metoclopramid.
-Omeprazol c6 thé lam tdng néng dé ciclosporin trong mau.

-Omeprazol lam tdng tdc dung cGia khdng sinh diét trir H. pylori.

- Omeprazol tc ché chuyén héa cla cac thuéc bi chuyén héa bai hé men trong
cytocrom P, clia gan va cé thé lam tang néng do diazepam, phenytoin va warfarin
trong mau. Su gidm chuyén héa clia diazepam lam cho tac dung clia thuéc kéo dai
hon. Véi liéu 40 mg/ngay omeprazol tic ché chuyén héa phenytoin va lam tang
néng do cia phenytoin trong mau, nhung liéu omeprazol 20 mg/ngay lai cé tuong
tacyéu hon nhiéu. Omeprazol tic ché chuyén héa warfarin nhung lai it lam thay déi
thaigian chdy mau.

-Omeprazol lam tang tac dung chéng ddng mau clia dicoumarol.

- Omeprazol lam gidm chuyén héa nifedipin it nhat 1a 20 % va c6 thé lam tang tac
dung cda nifedipin.

- Clarithromycin tGc ché chuyén héa omeprazol va lam cho néng d6 omeprazol
tdng cao gap doi.

TACDUNGKHONG MONG MUON (ADR):

Bang tom tit cac phan iingkhéng mong muén:

Céc co quan Tan suat (¥) Céc phan iing khéng mong muén
Toanthan Thuong gdp | Nhicdau, buénngd, chéng mat.

Hiém gdp | D& mo héi, phu ngoai bién, qua man bao
gém phumach, sét, phanve.

Tiéuhoda Thudng gdp | Buén nén, nén, dau bung, tdo bén, chuéng
bung.

Hiémgdp | Viém da day, nhiém nam Candida, kho
miéng.

Thankinh It gdp Mat ngQ, r8i loan cdm gidc, chdng mat, mét
mai.

Hiém gdp | Lalan c6 héi phuc, kich dong, tram cam, do
gidc & ngudi bénh cao tudi va dic biét la &
ngudi bénh nang, réiloan thinh giac.

Da ftgdp N&i mé day, nguia, néiban.
Gan It gdp Tang tam thdi transaminase

Hiém gdp | Viém gan vang da hodc khéng vang da,
bénh ndo &ngudisuy gan.

Huyét hoc Hiém gdp | Gidm bach cau, gidm tiéu cau, gidm toan bo
cac t€ bao mau, ngoai bién, mat bach cau hat.

Noi tiét Hiémgdp | Vitod&danéng.

H6 hap Hiém gdp | Cothdtphé&quan.

Co-xuong Hiémgdp | Paukhdp, dau co.

Tiétniéu-sinhduc | Hiémgdp | Viémthankeé.

(¥) Tan suat tac dung khéng mong muén dugc dinh nghia nhu sau: Thudng gap
(ADR>1/100), it g&p (1/1000 < ADR < 1/100), hiém gap (ADR < 1/1000).
Huéng dan cach xirtri ADR:
Phaingting thuéc khicé biéu hién tdc dung khéng mong muén néng.
Thong bédo cho bac si nhiing tac dung khong mong mudén gap phai khi st dung
thude.
QUALIEUVA CACH XU TRi:
Triéu chitng va bi€u hién khi sitdung thudc qualiéu:
Liéuudng 11an t&i 160 mg trong thai gian 3 ngay van dugc dung nap tét.
Cachxirtriqualiéu
-Khiuéng qualiéu, chidiéu tritriéu chiing, khdng c6 thudc diéu tri dac hiéu.
-Tich cuctheo d&i dé cé bién phap xdrtri kip thai.
DIEU KIEN BAO QUAN: Noi kho, nhiét @6 dudi 30 °C, tranh &nh sang.
HAN DUNG CUA THUOC: 36 thang ké tif ngay san xuat.
€GO SG SAN XUAT:
CONGTY CO PHAN XUAT NHAP KHAU Y TE DOMESCO
Dia chi: S6 66, Quéc 16 30, Phudng My Ph, Thanh phé Cao Lanh, Tinh
boéngThap
pomEsco Diénthoai:0277.3851950
NGAY XEM XET SUA DOI, CAP NHAT LAI NOI DUNG HUGNG DAN SU DUNG
THUGC:19/9/2017.

TG HUGNG DAN SU DUNG THUOC CHO BENH NHAN

RX THUGCBANTHEO DON

OMMAX |20 MG

e Docky huéng dan sitdung truéckhidung.

e Péxatamtaytréem.

o Thudcnay chidung theo don ctiabacsi.

e Théng bao ngay cho bacsi hoadc dugc sinhiing tac dung khéng mong muén
gap phaikhisitdung thudc.

e Hay giitlai tdhuéng dan sirdung; ban c6 thé can phai doclai.

o Thudc nay chi dugc ké don cho ban. Khéng dua thuéc cho ngudi khac vi

thuéc nay c6 thé khéng tét cho ho ngay ca khi ho ¢é triéu chitng giéng nhu

cuaban.

THANH PHAN, HAM LUQNG CUATHUOC:

M&ivién nang ciing chia:

- Omeprazol (dudi dang vi hat bao tan trong rudt 8,5 % Omeprazol) ........... 20 mg
-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, Nudc tinh khiét, 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),
Ta [tra’zin’(FD&CA)/ellow No.5), Natri lauryl sulfat, Gelatin, Nudc tinh khiét).
MOTASANPHAM:

Dang bao ché:Vién nang cuing.

Hinh thic: Vién nang cling s6 2, hai mau dé nau - héng nhat, trong c6 chita thudc
dang vihattrdng nga, khéng mui.

QUY CACHPONG GOI:

-Hop 3 vix 10 vién, hop 10 vix 10 vién.

-Hop 1 chai14vién.

THUOCDUNG CHO BENH Gi?

-Trao ngugcdich daday - thucquan.

-Loétdadaytatrang.

-Hoéiching Zollinger - Ellison. )

NEN DUNGTHUOC NAY NHU THE NAO VA LIEU LUGNG?

Pudng dung: Dudng udng.

Cach dung: Dung uéng

Liéu dung:

Ludn ludn phai dung thudc ding nhu béc si da chi dinh. Néu ban khéng chac da
dang, hay hoi lai bac si. Tiép tuc st dung thudc theo diing chi dinh clia bac singay
cé khi ban cdm thay t6t hon. Néu ban ding thudc qua sém, ban cé thé tai phat
bénh. Hay bao cao vai bac sinéu ban cadm thay thudc cé tac dung qua manh hoac
khong ddmanh.

Liéu thuéng ding:

- Diéu tri chiing viém thuc quan do trao ngugc da day - thuc quan: Liéu thudng
dungla20-40 mg/ngay 11an, trong thai gian tir4 - 8 tuan, sau d6 c6 thé duy tri véi
liéu20 mg/ngay.

-Diéu triloét:20 mg/ngay 11an (trudng hgp néng 40 mg) trong 4 tuan néulaloét ta
trang, trong 8 tuan néulaloét da day. Khéng nén dung kéo dai hon thai gian trén.

- Diéu tri hdi chiing Zollinger - Ellison: 60 mg/ngay 11an (20 - 120 mg méi ngay),
néu duing liéu cao hon 80 mg thi chia lam 2 1an méi ngay. Liéu lugng can dugc tinh
theo ting trudng hgp cu thé va tri liéu c6 thé kéo dai tuy theo yéu cau lam sang.
Khéng dugcngiing thuéc dotngét.

KHINAO KHONG NENDUNGTHUOCNAY?

Néu ban quéa man cdm véi cac thanh phan ctiathudc.

TACDUNG KHONG MONG MUON:

Cang nhu cac thudc khac, OMMAX 20 mg c6 thé gdy ra cac tac dung phu, mdc du
khéng phaibénh nhén nao cling gap phai.

Théng bao ngay cho bac st hodc dugc sinhiing tac dung khéng mong muén gép
phaikhisttdung thudc.

Néu tac dung khdong mong mudén nao tré nén nghiém trong hoac néu ban phat
hién tdc dung khéng mong muén chua dugc dé cap trong t& hudng dan nay, hay
bao cédo cho bacsictiaban biét.

Bang tém tat cac phan iing khéng mong muén:

Cac co quan Tan suat (¥) Cac phan tiing khéng mong muén
Toanthén Thuong gdp | Nhiicdau, budn ngu, chong mat.

Hiém gdip | D& mé héi, phu ngoai bién, qua man bao
gém phumach, sét, phanvé.

Tiéuhoa Thudng gdp | Buénnodn, nén, dau bung, tdo bon, chudng
bung.

Hiémgdp | Viém da day, nhiém ndm Candida, kho
miéng.

Thankinh ftgdp Mat ngu, réiloan cdm giac, chdng mat, mét
moi.

Hiém gdp | Lulan cé héi phuc, kich dong, tram cam, do
giéc & ngudi bénh cao tudi va dic biét la &
ngudi bénh nang, réiloan thinh giac.

Da It gdp N&i mé day, nguia, néiban.

Gan It gép Tang tam thoitransaminase
Hiém gdp | Viém gan vang da hodc khéng vang da,

bénh ndo &ngudisuygan.

Huyét hoc Hiém gdp | Gidm bach cau, gidm tiéu cau, gidm toan bd
cac t€ bao mau, ngoai bién, mat bach cau hat.

Noi tiét Hiémgdp | Vatoddanéng.

Ho6 hap Hiém gdp | Cothdtphé&quan.

Co-xuong Hiém gdp | Paukhdp, dau co.

Tiétniéu-sinhduc | Hiémgdp | Viémthankeé.

(*) Tan sudt tac dung khéng mong muén dugc dinh nghia nhu sau: Thudng gap
(ADR > 1/100), it g3p (1/1000 < ADR < 1/100), hiém g&p (ADR < 1/1000).
Huéng dan cach xirtri ADR:
Phai ngling thudc khi c6 biéu hién tac dung khéng mong muén nang.
Théng bao cho béc si nhiing tac dung khéng mong muén gap phai khi st dung
thudc.
NEN TRANH DUNG NHUNG THUGC HOAC THUC PHAM Gi KHI PANG SU
DUNGTHUOCNAY?
Thuc pham: Thic an va d6 uéng c6 chida rugu khéng cé anh hudng dén tac dung
ctathudc.
Dung cac thuéckhac:
-Théng tin véibacsidanh sach tit ca caicthudcmaban dang sirdung.
- Omeprazol khéng co tuong tac quan trong trén 1dam sang khi dugc dung cling
amoxicillin, bacampicillin, cafein, lidocain, quinidin hay theophylin. Thuéc ciing
khoéng bianh hudng do diing déng thai Maalox hay metoclopramid.
-Omeprazol c6 thélam tdng néng do ciclosporin trong mau.
-Omeprazollamtang tacdung ctia khang sinh diét trir H. pylori.
- Omeprazol Uc ché chuyén héa cla cac thudc bi chuyén héa bdi hé men trong
cytocrom P, clla gan va c6 thé lam tdng néng dé diazepam, phenytoin va warfarin
trong mau. Su gidm chuyén héa clia diazepam lam cho tac dung clia thuéc kéo dai
hon. Véi liéu 40 mg/ngay omeprazol tic ché chuyén héa phenytoin va lam tang
néng do clia phenytoin trong mau, nhung liéu omeprazol 20 mg/ngay lai cé tuong
tacyéu hon nhiéu. Omeprazol tic ché chuyén héa warfarin nhung lai it lam thay d6i
thaigian chdy mau.
-Omeprazol lam tang tdc dung chéng déng méu clia dicoumarol.
- Omeprazol lam gidm chuyén héa nifedipin it nhat 1a 20 % va c6 thé lam tang tac
dung clia nifedipin.
- Clarithromycin Gc ché chuyén héa omeprazol va lam cho néng dé omeprazol
tang cao gap doi.
CANLAM GIKHIMOT LAN QUEN KHONG DUNGTHUGC?
Diéu quantrong la ban phaiudng thudcding liéu dung nhubacsida chidinh.
Néu ban quén uéng moét liéu dung, hay uéng ngay khi nhd ra. Néu thai gian gan
V@i lan dung thudc tiép theo, bo qua liéu da quén va hay dung liéu tiép theo vao
thoigian thudng 1&.Khong diing liéu gép doi dé bu vao liéu da quén.
CAN BAO QUAN THUGC NAY NHU THE NAO?
Baoquan thuc‘)'c noikho, nhiét do dudi30°C, tranh anh sang.
NHUNG DAU HIEUVATRIEU CHUNG KHIDUNG THUOC QUA LIEU?
Liéuudng 11antai 160 mg trong thai gian 3 ngay van dugcdung nap tét.
CANPHAILAM Gi KHIDUNG THUGC QUA LIEU KHUYEN CAO?
Cachxiitriqualiéu
- Néu ban hay bat ky ai khac (nhutré em) uéng qué nhiéu vién thudc, hay gap ngay
bac sthodc tGikhoa Hoi stic - Cap clu clia bénh vién gan nhat.
-Khiuéng qualiéu, chidiéutritriéu chiing, khong co thudc diéu tri dac hiéu.
-Tich cuctheo déi dé cé bién phap xrtri kip thai.
NHUNG PIEU CANTHANTRONG KHI DUNG THUGC NAY:
-Trudc khi cho ngudi bi loét da day dung omeprazol, phai loai trirkha nang bi u ac
tinh (thu6c c6 thé che lap cac triéu chiing, do d6 lam mudn chan doan).
- Né&u ban khong dung nap véi mét sé loai dudng, hay hoi bac si ctia ban trudc khi
strdung.
Phunitcé thaivachoconbu:
Théngbao véibacsinéuban dang mang thai hay cho con bi.
-Thai ky mang thai: Tuy trén thuc nghiém khong thay omeprazol cé khd nang gay
di dang va doc véi bao thai, nhung khéng nén diing cho ngudi mang thai, nhat la
trong 3 thang dau.
-Thaiky cho con bu:Khéng nén dung omeprazol 8 ngudi cho con bu. Cho dén nay,
chuatailiéunghién ciu nao c kétluan cu thé vé van dé nay.
Anh huéng ctia thuéc déi véi cdng viéc (ngudi van hanh may méc, dang lai
tauxe, nguoilam viéctrén cao va cac truong hop khac):
Than trong khi lai xe va van hanh may méc do thuéc gay nhiic dau, buén ngu,
chéng mat. Néu co cac triéu ching trén thi khéng nén lai xe, van hanh méay méc,
lam viéctrén caova cactrudng hgp khac.
KHINAO CANTHAMVAN BAC STHOACDUQCSSI?
Td huéng dan sit dung néu tém tat cac thong tin quan trong ctia thuéc. Néu
canthémthéng tin, xin héiy kién bac sihoacduocsi.
HAN DUNG CUA THUOC: 36 thang ké tir ngay san xuat.
CGO SG SAN XUAT:
CONGTY C6 PHAN XUAT NHAP KHAU Y TE DOMESCO
Dia chi: S6 66, Quéc 16 30, Phudng My Phu, Thanh phé Cao Lanh, Tinh
DongThap
poMEsco Diénthoai:0277.3851950

NGAY XEM XET SUA DO6I, CAP NHAT LAI NOI DUNG HUGNG DAN SU DUNG
THUOC:19/9/2017.
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