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MAU NHAN LO XIN BANG KY

Chi dinh, chéng chi dinh, Lidu ding-cach |
ding, cac théng tin khac:
Xin doc t&r hwémg dén sir dung.
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Céng thirc: cho 1 vién
Omeprazol 20mg H V’e”'
Domperidon 15mg
Ta dwee vira dd 1 vién .
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Bao quan: Noi khd mat, nhiét g0 |8 SRl
duwai 30°C, tranh anh sang. i

MAU NHAN LO XIN PANG KY
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dung, céc théng tin khac:
Xin doc tér huéng dén st dung,
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_ UBND TiNH HA TINH
CONG TY CP DU'QOC HA TiNH
167 Ha Huy Tap, Tp. Ha Tinh
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MAU NHAN Vi, HOP XIN BANG KY

— AUSMEZOL-D  AUSMEZOL-D

z Omeprazol 20mg Omeprazol 20mg |
> Domperidon 15mg Domperidon 15mg
I i - R
w |
Céng ty Cp Dugc Ha Tinh Duwge Ha Tinh
é | 167 Ha Huy Tép, Tp. Ha Tinh mg’:n 1ma'$un Tp. Ha Tinh
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Omeprazol 20mg
Dompendon 15mg
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e CONG TY CP DUQC HA TiNH

167 Ha Huy Tap, Tp. Ha Tinh
HADIPHAR DT 039.3855906"Fax: 039.3856821

|
Coéng thirc: cho 1 vién |
Omeprazol 20mg |
Domperidon 15mg
Ta dwere viva §U 1 vién .
Bao quan: Noi khé mat, nhiét a4 dwéi 30°C, tranh anh sang.
Tiéu chuén ap dung: TCCS

HADIPHAR DT 039.3855906*Fax: 039.3856821
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Dé xa tdm tay tré em, doc ky hwong

ddn sdr dung trueéc khi dang.

Chi djnh, chéng chi djnh, Lidu dang-cach dung,
cac théng tin khao:

Xin doc t&r hweng din sie dyung.
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UBND TiNH HA TINH
CONG TY CP DU'OC HA TINH
167 Ha Huy Tap, Tp. Ha Tinh
Tel: 0393.855906*Fax: 0393.856821

MAU NHAN Vi, HOP XIN DANG KY

AUSMEZOL D AUSMEZOL -D

[ 5 Omeprazol 20mg Omeprazol 20mg
| 5

Domperidon 15mg Domperidon 15mg
@ Céng ty Cp Dwgre Ha Tinh -] Céng ty Cp Dugre Ha Tinh
| & 167 Ha Huy Tép, Tp. Ha Tinh wanipnan 167 Ha Huy Tap, Tp. Ha Tinh
x |
_ AUSMEZOL -D A |
| O | Omeprazol 20mg A rhepiazs |
Domperidon 15mg aric |

Vién nang
20 = & AUSMEZOL D
B “3 N & Omeprazol 20mg
- W — L
BN S Domperidon 15mg
g =
N Hop 2 vi x 4 vién
]
CONG TY CP DU'Q'C HA TINH
D 2 167 Ha Huy Tap, Tp. Ha Tinh
HADIPHAR ©T 039.3855006"Fax: 039.3856821

| Céng thirc: cho 1 vién
Omeprazol 20mg :

| Domperidon 15mg - s

| Tadwee vira @i 1 vién .

| Bao quan: Noi kho mat, nhiét d6 dwéi 30°C, tranh anh sang.
Tiéu chuén ap dung: TCCS

Vién nang Q
AUSMEZOL - D A
Omeprazol 20mg -— S¢
Domperidon 15mg O mr
N
Hép 2 vi x 4 vién Ll )
> = 3
S £ g
2 CONG TY CP DUQC HA TINH g =2 5
167 Ha Huy Tap, Tp. Ha Tinh <

HADIPHAR DT 039.3855906"Fax: 039.3856821

Bé xa ram tay tré em, doc ky hwéng

ddn s dung truede khi dang.

Chi dinh, chéng chi djnh, Liéu dung-c&ch dang,
céc théng tin khao:

Xin doc t& huéng din sdr dung.
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MAU NHAN Vi, HOP XIN PANG KY
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L AUSMEZOL D AUSMEZOL -D |
152 Omeprazol 20mg Omeprazol 20mg |
| €2 | Dornporldon 15mg Domperidon 15mg |
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Omeprazol 20mg 20mg
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- CONG TY CP DUQ'C HA TINH

S— 167 Ha Huy Tap, Tp. Ha Tinh e
HADIPHAR DT 039.3855906*Fax: 039.3856821 )

=== 4
Céng thirc: cho 1 vién ;

' Omeprazol 20mg 4

! Domperidon 15mg ‘;‘

Ta dwee vira da 1 vién |
Bao quan: Noi khé mat, nhiét @6 dwéi 30°C, tranh anh sang.
| Tiéu chuén ap dyng: TCCS

Vién nang GMP-WHO
| AUSMEZOL - D
Omeprazol 20mg S e

Domperidon 15mg

Hép 2 vix 10 vién

Vién nang
Omeprazol
Domperidon

AUSMEZOL -D

- CONG TY CP DUQC HA TiNH

S— 167 Ha Huy Tap, Tp. Ha Tinh
HADIPHAR DT 039.3855906*Fax: 039.3856821

Dé xa tam tay wé em, doc ky hudng
dén sur dung trudéec khi dang. |
Chi djnh, chéng chi djnh, Lidu dung-cach dung,
ecac théng tin khac:
Xin doc tér hwerng din sir dung.
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UBND TiNH HA TINH

CONG TY CP DU'QOC HA TINH
167 Ha Huy Tap, Tp. Ha Tinh

MAU NHAN Vi, HOP XIN BANG KY
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_ AUSMEZOL-D  AUSMEZOL-D
s emomam 2 &ﬁ%ﬁ% |
. AUSMEZOL-D  AUSMEZOL-D |
o Omeprazol 20mg

il

\ién nang

AUSMEZOL D

Omeprazol 20mg
Domperidon: 15mg

Hép 5 vix 10 vién

- CONG TY CP DUQC HA TINH
S 167 Ha Huy Tap, Tp. Ha Tinh
HADIPHAR DT 039.3855906"Fax: 039.3856821

Coéng thirc: cho 1 vién

Omeprazol 20mg

Domperidon 15mg

Ta dwee vira §u 1 vién .

Bao quan: Noi khé mat, nhiét @6 dwéi 30°C, tranh anh sang.
Tiéu chuan ap dung: TCCS

Vién nang  GMP-WHO |

AUSMEZOL D

Omeprazol 20mg
Domperidon 15mg

20mg
15mg

Hép 5 vix 10 vién

Vién nang
Omeprazol
Domperidon
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- CONG TY CP DUQC HA TINH
S— 167 Ha Huy Tép, Tp. Ha Tinh
HADIPHAR DT 039.3855906*Fax: 039.3856821

Bé xa thdm ray tré em, doc ky hwong

dan swr dung trwée khi dang.

Chi djnh, ehéng chi djnh, Lidu dung-cach dang,
cac théng tin khac:

Xin doc t¢& hwong din sir dyung.
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UBND TiNH HA TINH
CONG TY CP DU'QOC HA TINH
167 Ha Huy Tap, Tp. Ha Tinh
Tel: 0393.855906*Fax: 0393.856821

MAU NHAN Vi, HOP XIN BANG KY

 AUSMEZOL-D  AUSMEZOL-D |

' Z|  Omeprazol 20mg Omeprazol 20mg

|2 | Domperiuon 15mg Domperidon 15mg
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|2 | Cong ty Cp Duge Ha Tinh = Céng ty Cp Duge Ha Tinh

| ‘-;c’ | 187 Ha Huy Téap, Tp. Ha Tinh HAGIPHAN 167 Ha Huy Tép, Tp. Ha Tinh

| AUSMEZOL-D  AUSMEZOL-D

Vien nang

g2 = § AUSMEZOL D
23 N & Omeprazol 20mg
a N g @ Domperidon 15mg
g ==
. .
N Hép 1 vi x 14 vién
. O
a3 1
' - CONG TY CP DUQC HA TiNH
D S— 167 Ha Huy Tap, Tp. Ha Tinh
HADIPHAR DT 039.3855906"Fax: 039.3856821
] 1 Cong thire: cho 1 vién
Omeprazol 20mg
Domperidon 15mg

‘ Ta dwoce vira A0 1 vién .
Bao quan: Noi khé mat, nhiét 6 dwédi 30°C, tranh &nh séng.
' Tiéu chuén ap dung: TCCS
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Omeprazol 20mg
Domperidon 15mg

20mg
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Hép 1 vi x 14 vién

Vién nang
Omeprazol
Domperidon
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@ CONG TY CP DUQ'C HA TINH

167 Ha Huy Tép, Tp. Ha Tinh
HADIPHAR  ©T 039.3855906*Fax: 039.3856821

I Dé xa tm tay tré em, doc kj hwéng
dén sir dung trwedre khi dang. |
Chi djnh, chéng chi djnh, Lidu dung-cach dung, |

| edc théng tin khac: |
Xin doc té& hwérng din sl dung.
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UBND TiNH HA TINH
CONG TY CP DU'Q'C HA TINH
167 Ha Huy Tap, Tp. Ha Tinh
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MAU NHAN Vi, HOP XIN BANG KY
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Codng thirc: cho 1 vién
Omeprazol 20mg
Domperidon 15mg
Ta dwoc vira di 1 vién .
. Bao quan: Noi khé mat, nhiét @6 dwéi 30°C, tranh dnh sang.
Tiéu chuan ap dung: TCCS

Vién nang

AUSMEZOL D

15mg

Omeprazal 20mg
Dompendon 15mg

20mg

Hop 2 vi x 10 vién

Omeprazol
Domperidon

AUSMEZOL -D

Viégn nang

| @ CONG TY CP DUQC HA TINH

167 Ha Huy Tép, Tp. Ha Tinh
HADIPHAR DT 039.3855906"Fax: 039.3856821

| ©4é xa tém tay tré em, doc ki hwéng
ddn sdr dung trude khi dang.
| Chi dinh, chéng chi djnh, Lidu dung-cach dung,
cac théng tin khaoc:
| Xin doc t&r hwerng dén s dung.
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TO HUONG DAN SU DUNG THUOC
Rx VIEN NANG AUSMEZOL-D

Cong thire: Cho 1 vién

Omeprazol 20 mg
Domperidon __ 15 mg
Ta duoc vira du 1 vién

(Tinh bét sin, Puong trdng, Titan cz’io:-cyd. Tale, Natri carboxymethylcellulose, Povidon)

Trinh bay: - Lo 14 vién, lo 20 vién.
- Vi Al Al 4 vién x hop 2 vi, hgp 5 vi.
- Vi Al/ Al 10 vién x hop 2 vi, hop 5 vi.
- Vi Al/ Al 14 vién x hop 1 vi
- Vi Al/ PVC 10 vién x hdp 2 vi

Pic tinh duge lyce hoc:

+ Omeprazol: ¢ ché su bai tiét acid da day do trc ché khong hoi phuc hé enzym hydro -

kali adenosin triphos-phatase ¢ té bao vién cua da day. Tac dung nhanh va kéo dai nhung

hoi phuc duge. Omeprazol khong ¢6 tac dung lén thu thé acetylcholin hay thu thé

histamin. Dat tdc dung toi da sau khi udng thude 4 ngay.

+ Domperidon maleat: la chét khang dopamin, c¢ tinh chit twong tu nhu Metoclopramid

hydroclorid. Do thudc hau nhu khong ¢6 téc dung 1én céc thu thé dopamin ¢ ndo nén

domperidon khéng ¢6 anh hudng 1én tam than va than kinh. Domperidon kich thich nhu

dong cua ong tiéu hoa, 1am ting truong luc co thdt tim vi va lam tang bién d0 m& rong

ctia co thit mon vi sau bira an, nhung lai khong anh hudng 1en sy bai tiét cua da day.

Thube ding dé diéu tri triéu chimg budn ndn va ndn cap, ca budn ndén va ndn do dung

levodopa hodc bromocriptin & ngudi bénh Parkinson.

bic tinh duge dong hoc:

- Hap thu:

+ Omeprazol dugc hép thu hoan toan ¢ rudt non sau khi udng 3-6 gio. Kha dung sinh hoc

khoang 60%. Thirc an khong anh huong dén s hép thu thude & rudt.

+ Domperidon dugc hap thu & dudng tidu hoa, nhung c6 kha dung sinh hoc dudng udng

thép ( & ngudi doi chi vao khoang 14% ) do chuyén hoa budc dau cia thude qua gan va

chuyén héa & rudt. Thudc ciing duge hap thu khi dat truc trang hodc tiém bap.

- Phan bé:

+ Omeprazol gin nhleu vao protein huyét tuong (khoang 95%) va dugc phéan bo ¢ cac

md, dic biét 1a & té bao vién cua da day. Kha dung sinh hoc cua lieu uona mot 1an dau

tién 1a khoang 35%, nhung sé ting lén dén 60% khi udng tiép theo mdi ngay mot lidu.

+ Domperidon sau khi uonc hodc tiém bap khoang 30 phut thi dat dwgc nong do dinh

trong huvet tuong: con néu dat truc trang thi sau 1 gio. Kha dung sinh hoc cua thude tang

1én 1o rét néu udng thude 90 phit sau khi &n, nhung thoi gian aé dat nong do dinh trong

huyét tuong thi chdm lai. Kha dung sinh hoc cua thubc, sau khi udng, tang theo ti 1¢ thuan
7 ligt 1t 10 mg dén 60 mg.

- C.l\t.} n..,u hoa:
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+ Omeprazol dugc chuven hod hoan toan tai gan.

+ Domperidon dugc chuyén héa rat nhanh va nhiéu nh& qua trinh hydroxyl héa va khir N-

alkyl oxy héa. Nira doi thai trir & ngudi khoe manh khodng 7,5 gi¢ va kéo dai & ngudi suy

chirc nang than. Khong c¢6 hién tuong thude bi tich tu trong co thé do suy than, vi do

thanh thai ctia than thap hon nhiéu so v&i dd thanh théi toan phin ciia huyé &t tuong.

- Thai trur:

+ Omeprazol dao thai nhanh chong, chu yéu qua nude tiéu (khoang 80%), phan con lai

theo phan. Céc chat chuyé én hoa déu khong c6 hoat tinh, nhung lai tuong tac voi nhiéu

thude khac do tac dung tc ché céc enzym cua cytochrom Pysg ctia t bao gan. Duogc dong

hoc cia thude khong bi thay d6i co ¥ nghia & ngurdi cao tudi hay nguoi bénh bi suy chire

nang than. O nguoi bi suy chirc nang gan, thi kha dung sinh hoc cua thude ting va do

thanh théi ctia thube giam, nhung khong c6 tich tu thude va cac chit chuyén hoa clia

thude trong co thé.

+ Domperidon dao thai theo phan va nuéce tiéu, chi yéu duéi dang céc chit chuyén hoa:

30% liéu udng dao thai theo nudc tiéu trong 24 gio ( 0,4% la dang nguyén ven); 66% dao

thai theo phén trong vong 4 ngay ( 10% la dang nguyén ven). Domperidon hau nhu khong

qua hang rao mau — ndo.

Chi dinh diéu tri:

Trao nguge da day — thue quan do roi loan tiét acid

Cach dung - Liéu dung: .
- Ngudi 1on ding. lidu thong thuomg: 1 vién x 2 1an / ngay. C6 thé gia ting hay giam lidu —

tity theo huéng dén cta Béc si.

+ Liéu hang ngay tdi da cua domperidon la SOmQ/ngé)

+ Su dung domperidon véi mure liéu thip nhat c6 higu qua & nguoi 16n va tré em. Trong
truong hop cén thiét, co thé tang lidu dung domperdion dé dat dwoc hiéu qua diéu tri. Tuy
nhién loi ich cta viée tang liéu phai vuot trdi hon so véi nguy co ¢d thé xay ra.

- Tré em: khong d@é nghi dung

Chéng chi dinh:

- Khong dung cho phu nira ¢ thai va cho con bu (trir khi that can thiét).

- Khong ding cho ngudi bi man cam véi thanh phan ciia thude. )

- Nén sau khi md, chay méau dudng tiéu héa. tic rudt co hoc, tré nhé dudi 1 tudi.

- Dung domperidon thuong xuyén hodc dai ngay

- Chéng chi dinh dung dong thoi domperidon vdi cée thude tre ché CYP 3A4 ¢6 kha nang
lam kéo dai khoang QT nhu ketoconazol, itraconazol, fluconazol, voriconazol, >
erythromycin, clarithromycin va aminodaron, amprenavir, atazanavir, fosamprenavir,

diltiazem, verapamil va céc chit chéng nén trc ché thu thé neurokinin-1 & ndo.

Thén trong:

- Truomg hop loét da day can kiém tra sy lanh tinh cta 6 ton thuong trude khi diéu tri

- Déc biét theo ddi nhirng bénh nhén diéu tri diazepm, phenyltoin, cic chat khang vitamin

K

- O tré em, hiéu luc va mirc do dung nap thude chuwa duoc khao sat.

- Than trong cho bénh nhan bi suy gan, nguoi cao tudi.

- Chi duoc dung thude khong qué 12 tun cho ngudi bénh Parkinson. C6 thé xuat hién cac

tac dung ¢ hai & thin kinh trung wong. Chi diing thudc cho ngudi bénh Parkinson khi cac

bién phap diéu tri khéc, an toan hon khong c¢6 tac dung.

- Phai giam 30 - 50% lidu & ngudi bénh suy than va cho udng thube lam nhiéu lan trong

ngay

- Sir dung than trong trén nhitng bénh nhan ¢6 nguy co cao nhu:

+ (€6 khoang thoi gian din truyén xung dong tim kéo dai (dac biét 1a khoang QT).




+ Bénh nhén c6 rdi loan dién giai rd rét (ha kali mau, h'a magnesi mau).
+ Bénh nhén ¢d bénh tim mach (nhu suy tim sung huye€t).
Doc ky hudng din sir dung treée khi diing

Néu cin thém théng tin héi ¥ kién ciia Bdc si.
Str dung cho phu nir ¢6 thai va cho con bi:
Khong nén dung cho ngudi mang thai, nhét 1a 3 thang dau. Khong nén dung & ngudi cho
con bu.
Tac dong ciia thude khi 1ai Xxeva van hanh may moc: Khong c6 tac dong gi.
Tac dung khong mong mubn ciia thude:
- Thirong gap: Nhirc dau, budn ngil, chéng mit, dau bung, tao bon
- [_tggg Mit ngu, r01 loan cam giéac, chong mat, mét moi, tam tho1 tang transaminase.
- Hiém gap: DS mb hoi, pht ngoai bién, qua mén bao gdm phil mach, sot, phan vé. Viém
da day, kho miéng, co that phe quan dau co, dau khop, viém than ke.
- Domperidon gdy chay sita, réi loan kinh nguyét, mét kinh, vii to hodc dau tirc va do ting
prolactin huyét thanh c6 thé gip & ngudi bénh dung thude liéu cao dai ngay.
- Nguy co loan nhip thét nghiém trong hodc dot tir do tim zqach cao hon ¢ bénh nhan
dung liéu hang ngay 16n hon 30mg va bénh nhén trén 60 tudi.
Théng bdo cho Bdc sy nhitng tdc dung khéng mong muén gap phdi khi si dung thuéc.
Twong tic v6i cac thude khac:
- Omeprazol ¢6 thé lam ting ndng do cicloporin trong mau.
- Omeprazol lam tang tac dung ciia khang sinh diét trir H. polyri.
- Omeprazol rc ché chuyén ho4 cua cac thuoc bi chuyén hod béi hé enzym trong
cytocrom Pys clia gan va c6 thé lam ting nong d6 diazepam, phenytoin va warfarin trong
mau. Su giam chuyém hod cia diazepam lam cho tac dung cua thude kéo dai hon.
- Omeprazol lam téng téc dung chéng dong méu ctia dicoumarol.
- Omeprazol lam giam chuyén hod nifedipin it nhat 1a 20% va c6 thé lam tang tac dung
cua nifedipin.
- Clarithromyecin trc ché chuyén hoa omeprazol va lam cho néng d6 omeprazol tang cao
gip boi.
- Céc thude khang cholinergic ¢6 thé trc ché tac dung ctia domperidon. Néu budc phai
ding két hop véi cac thude nay thi c6 thé ding atropin sau khi da cho uong domperidon.
- Neu ding domperidon cling céc thude khang acid hoac thudc tre ché tiét acid thi phai
uéng domperidon trudc bira an va phai udng cac thude khang acid hodc thude trc ché tiét
acid sau bira an.
Twong ky;: Hau nhu khong c6 twong ky véi cac thube khac
Qua liéu va cach xir tri: Bio ngay cho béc s7 khi bi qua lidu.
HAN DUNG: 36 thdng ké tir ngay sin xuit

Khéng diing qud thoi han ghi trén bao bi

Noi khé, nhiét d6 dieéi 30 °C, trdnh dnh sang

=" W Dé xa tim tay ciia tré em.
) UAN: TCCS

P Nha sin xuit: Cong ty CP Dwpc Ha Tinh
167, Ha Huy Té4p, TP Ha Tinh

~ HADIPHAR
PHO CUC TRUONG
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