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Each enteric-coaled lablet contains PROMTQO TABLETS 10mg

Rabeprazole sodium . 10mg HQn 1 vi x 10 vién bao phim tan trang rugt
THANH PHAN:

M&{ wi#n chita Nali Rabeprazole .......... 10mg

CH! BINH, CHONG CHI BINH, CACH DIING:

¥am 4 tudng din sl dyng kém theo

BAO QUAN: Bdo quin dugi 3098, Trénh &nh

aang va dm.

&6 18 8X, NAX, HD: xam Batch No., Mig. date,

Store below 30°C. Exp. Date 1rén bao bl.

Protecl from sunlight and moisture SPK: VN-

Cde thing Hn khde dé nghi xem t& hudng din

sU dyng kém hao,

Ndu can thém thing tin, xin héi y kidn béc si

Bige: ki hudng ddn si dung trude khi ding

D4 xa i tzy 1 o !

84n xull bdl: GETZ PHARMA (PVT) LTD.

29-30/27, Korangi Industrial Area, Karachi

74900, Pakisian

NNK:

As directed by the physician or see

package insert for {ull prescribing information

Mfg Lic. No : 000284
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Wi by Geiz Prarma (Pvl) Lid. 28-3027 KIA. Karachi - 74900, Palustan
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https://trungtamthuo@BOMITO vién nén 10, 20mg
(Rabeprazole natri 10, 20 mg - Vién nén bao phim tan trong rudt) .

THANH PHAN:

M&i vién nén bao phim tan trong rudt cé chira;

PROMTO VIEN NEN 10mg:

—  Hoat chét: Rabeprazole natri............ 10mg

— Té duge: Light Magnesi oxide, Mannitol,
Croscarmellose natri (Ac-di-sol), Hydroxypropyl
cellulose (Klucel), Avicel PH 102, Magnesi
stearat, B0t Tale. Hydroxypropyl methyl
cellulose 5 eps, PEG 6000 (Macrogol), mau trang
Acryl-EZE, mau xanh Opadry LI .

PROMTO VIEN NEN 20mg:
- Hoat chit: Rabeprazole natri............ 20mg
— Ta& duwge: Light Magnesi oxide, Mannitol,

Croscarmellose natri (Ac-di-sol), Hydroxypropyl
cellulose (Klucel), Avicel PH 102, Magnesi
stearat, B¢t Tale, Hydroxypropyl methyl
cellulose 5 cps, PEG 6000 (Macrogol), mau tring
Acryl-EZE, mau cam Opadry II.
DUQC LUC HOC
Rabeprazole thudc nhom khing tiét acid (din chit
benzimidazole ¢ ché bom proton) khong cé tac
dung khéng cholinergic hozic dbi khéng thu thé
histamin H,, nhung ngén chan tiét acid gastric bang
tre ché H+, K+ ATPasc tai té bao thanh da day.Téc
dung nay phu thude lidu va din dén trc ché ca su tiét
acid co ban va tiét acid do kich thich khéng phan
biét tdc nhén kich thich.
DUQC DPONG HQC
Hip thu
Promto (Rabeprazole natri) I4 vién bao tan trong rudt,
vi thé sw hép thu chi bat du sau khi vién nén di qua
khoi da day. Sy hap thu nhanh chéng, ndng do dinh
trong huyé_t tuong (Cmax) cua Rabeprazole dat duge
sau khi uong liéu 20mg khodng 3,5 gitr (Tmax).
Cmax va AUC cioa Rabeprazole tuyén tinh trong
khoang liéu tir 10 dén 40mg. Sinh kha dung duong
ubng khoing 52% véi vién 20mg. Thoi gian bdn huy
trong huyél twong khoang 1 gio. Thirc in va thoi
gian didu trj anh hudng 1én sy hdp thu cia
Rabeprazole natri.
Phiin b6
Rabeprazole gén két 97% vai protein huyét tuong,
Chuyen héa:
Sau khi hép thu, Rabeprazole natri bi chuyén hoéa
qua gan, Chét chuyén héa khong 6 hoat tinh chéng
tlet
Thai trir:
Khoang 90%ch£1 chuyén hoa duge bai tiét cha yéu
qua nude tiéu va nhimg phin con lai qua phén,
CHI PINH:

PROMTO (Rabeprazole natri) Mc» r.(‘hfrd'\r).l'i diéu

tri cdc bénh nhwr sau:
- Loét ta trang tién trién.

- Loét da day lanh tinh tién trién.
- Giam triéu chimg dn mon hodc loét do bénh trao

ngugc da day thue quin (GERD)

- Kiém sodt dai han bénh nhan mdc bénh trao
nguoe da day thuc quan (diéu tri duy tri bénh

GERD)

- Hoi chimg Zollinger-Ellison. ’
- Phdi hop vai liéu phdp khang sinh pht hgp diéu
tri tin gdc Helicobacter pylori & nhimg bénh

nhan loét dng tiéu hoa.
LIEU DUNG VA CACH SU DUNG:

Ubng PROMTO (Rabeprazole natri) bing cach nudt
¢4 vién, khong nén nghién nat hoge nhai, Liéu khoi
ddu danh cho ngudi 1on cta Promto (rabeprazole

natri) theo bang duéi day:

Logi bgnh Liéu dang cho | Thei gian diéu tri
nguiri lim b -

Loét ta tang | 20 mg moi budi | 4 tulin. Mgt s& bénh

tién trién sing. M§t sé bénh | nhan cén duge ditu
nhin c6 thé dap | trj thém 4 tudn nira.
img  voi liéu
10mg.

Loét da day lanh | 20 mg méi budi | 6 tudn. Mot sb bénh

tinh tién trién sing. nhan can duge ditu

tri thém 6 tudn nita,
Gidm triéu | 20mg mai ngay 4- 8 tuan

chimg #n mon
hodc giy loét do
bénh trio ngugc
da day thue
quin (GERD)

Kiem soat dai
han bénh trio
nguge da day
thye quan (diéu
tri duy  tri
GERD)

?ﬁ;{iﬁ I]' m__g- moi
n L/

dap (ng cla bénh
nhén.

Ph'u ihug vao sir

Hoi
Zollinger-
Ellison

chirng

Liéu khai du cho
nguoi lom la 60
mg. Lidu co thé
tang dén 120mg
tuy theo su dap
(g cua bénh nhin
va ¢ thé chia lam
2 lin/ ngay.

Biéu trj tn goec
H, pylori

"TAC DUNG PHU:

PROMTO 20mg +

clarithromycin
500mg
Amoxicillin lg, 2
lan/ 1 ngay.

Vige dicu tri kéo
dai thy theo chi
dinh lim sang.

Mottuan

p—
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Rabeprazole natri thugng duge dung nap 16t. Tuy
nhién, didu i bing rabeprazole natri ¢6 khi ning
xdy ra cac tac dung phu sau:

- Phé bién: phie dAu, tigu chay, budn ndn. Cic téc
dung phu khac la viém mili, dau ving bung, suy
nhuge, ddy hoi, viém hong, non, dau hmg khéng
déc higu, chong mit, tridu chimg gibng cam cim,
nhidm triing, ho, tao bén, vi mét npit.

- Cdc lac dung phu it gip: phat ban, dau co, dau
ngue, khd miéng, khé tidu, ndng nay, bubn ngu,
viém phé quéan, viém xoang, én lanh, ¢ hoi,
chudt rit, nhiém tring duéng tiéu, dau khap va
bénh sot.

- Céc tac dung hiém khi xay ra: chimg bifng an,
viém da day, tang céin, suy nhuge, bénh ngira, i
logn thi gide, vi gidc, viém miéng, db mo hoi,
ching tang bach cdu, giam luong tiéu céu, giam
bach cdu trung tinh, giam bach clu.

Thing bdo cho bdc si cde tic dung khing mong

muén gip phai khi siv dung thuie.

CHONG CHI PINH:

Rabeprazole natri khénp duge ding trong nhitng

trirdmg hop sau:

- Bénh nhdn min cam véi Rabeprazol natri, hodc
phitng chit thay thé khic trong nhom
benzimidazol hay min cam v&i bdt ki thénh
phin nao cia thude.

- Trong trudmg hop dang mang thai hodc trong
théi ky cho con bu,

- Rabeprazole natri khing nén ding cho tré em,
chua co kinh nghidm lam séng vé ding thude &
nhom bénh nhéin nay.

THAN TRONG:

- Cén loai trit kha ning xdy ra khéi u 4c tinh trwde
khi bat dAu didu tri bang rabeprazole vi nhimg
tridu chimg dap tmg khi diéu tri bing rabeprazole
natri s& khing loai trir duge su ¢4 mdt ctia loét da
day va khdi u thue quan. Cac bénh nhén & trong
tinh trang didu tri kéo dai (dac biét 14 cac truomg
hop can diéu tri hon mét nam) nén dugce theo déi
didu tri thudmg xuyén.

- Than trong khi ding Rabeprazole natri cho bénh
nhén suy chire ndng gan ning.

SU DUNG CHO PHY NU' ¢O THAI VA CHO

CON BU _

- Phy niv 6 thai: Khong co dit liéu vé su an toan
cia Rabeprazol cho phy nit c6 thai. Nhitmg

nghi€n clru vé kha néng sinh san md phong, ucn»‘ " v?,\. i

chudt céng vi tho chua c6 chimng ¢t vé viée gy
suy giam kha ning sinh san, hofc gdy hai hn
bao thai lién quan dén Rabeprazol natri, ma

¢6 mot lugng thip rabeprazole qua nhau thd.l

ra & chudt cbng. Chéng chi dink: ding
Rabeprazole trong thai gian man‘g thai.

- Phy nit cho con ba: Chua durge: tidt Rabeprazol
natri ¢ 1iél qua sfta me hay khdng. Khong ¢6
nghién ciw nao trén phu nit cho con bu duge
thye hién. Tuy nhién Rabeprazol natri c6 thd
duoe tiét ra tir tuyén va cia chudt cbng. Do do,
khdng nén su dung thude & ba me cho con ba.

ANH HUGONG LEN KHA NANG LAI XE VA

VAN HANH MAY MOC: Khi lai xe hodc vén

hanh may moe, ¢in chi v 14 ddi khi thude co thé

gdy ra chéng mét va buon ngu, suy nhuge.

TUONG TAC THUOC:

Rabeprazol natri tic ché kéo dai va déng ké dén
su bai tiét acid da day, cho nén cé thé xay ra su
{uong the voi cac thudc ma sy hip thu cia
ching chiu anh hudmg cta pH da day, Sy phdi
hop  Rabeprazol vdéi  Ketoconazol — hay
Itraconazol co thé din dén giam dang ké nbng
4 huyée twong cua cac thude khang ndm Do do,
bénh nhin can phii duge theo doi ¢in thin dé
¢6 sir diéu chinh liéu khi phdi hop Ketoconazol
hoiic Itraconazol vi rabeprazole.

QUA LIEU
Trigu chirng: Cho dén nay chua cé cdc kinh
nghiém vé qua lidu ciia Rabeprazol. Liéu 80 mg/
ngay dugce dung nap 1oL

- Diéu tri qud lidu: Khong co thude giai doc
chuyén bi¢t, Rabeprazol natri gin két manh véi
prolein huyét trong, vi vy khéng nén thdm tach
méau. Trong truong hop qud ligu Rabeprazol,
nén didu tri tridu chiing va hd trg.

BAO QUAN: Bio quan aLr&. -30°C. Tranh 4nh s&

va franh am.

HAN DUNG: 24 thang ké et ngfhy san xué. "1
TRINH BAY: : /’
Promto vién nén 10 mg: 1 vix 10 vién/Hop.

Promto vién nén 20 mg: 1 vi x 10 vién/Hop.

TIEU CHUAN: Nha san xuét

LOT KHUYEN:

- Poc ky hréng din sit dung trwge khi dung.

- Néu ein thém théng tin, xin hoi ¥ kién bae si.

- Thube nay chi dung theo su ké don ciia thiy
thude.
Péxathm tay tré em.

SAN XUAT BOT:

GETZ PHARMA (PVT.} LTD.
_,\ 29-30/27, Kerangi Industrial Area, Karachi,
Pakistan.
1‘~I‘L(92 21) 111-111-511 — FAX {92-21) 5057592
www.ggtzoharma.com
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