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BAN VE HOP HASANLOC 40 (Pantoprazol natri sesquihydrat )

Hop 3 vi x vi 10 vién nén bao phim tan trong rugt.
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Pantoprazole sodium sesquihydrate equivalents to Interactions, Side effects and other precautions:
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Storein adry place, balow 30°C. Protect from light! KEEP OUT OF REACH OF CHILDREN
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§ Gastric acid pump inhibitor. Antiulcer agent.

e 3 blisters x 10 enteric-coated tablets
HASAN-DERMAPHARM CO., LTD. Dong An Industrial Park, Binh Duong Province, Vietnal




Bang vé thiét k& vi nhom HASANLOC 40
kich thudc vi: 48 x 102 mm

= it e Loc' =

\GTY TNHH HASAN-DERMAPHARM  Pantoprazol 40mg HASAN-DERMAPHARM Pantoprazol 40 mg

« — 102mm — g

foc 40 &5 HASANLOC 40 @)

CTY TNHH HASAN-DEAMAPHARM  Pantoprazol 40 mg HASAN-DERMAPHA

a5 HASANLOC 40 HASANL

- % MAPHARM Pantoprazol 40 mg GTY TNHH HASAN-DERMAPHARM  Pantoprazol 4
0 —_—
| 1578772
e — —

T

> 40 HASANLOC 40 _
= CTY TNHH HASAN-DERMAPHARM  Pantoprazol 40 mg HASAN-DERMAPHA) 2ONG T

TNHH

HASANLOC 40 HASANL/ '-::1 A?ﬂ,;
il

sl

IN-T BT

16NG GIAM DOC

l‘_)S'.%Mf/’I P "3&(3"?




Huéng dén s dung thuéc

130 x 170 mm

Doc ki hudng dan sif dung trudc khi diing

HASANLOC 40

Rx Thude bén theo ddn

Vién nén bao phim tan trong ruét

Thanh phén

D

Hoat chét: 45,12 mg Pantoprazol natri sesquihydrat
(tuong duong vdi 40 mg Pantoprazol).

Td duge: Lactose monchydrat, Mannitol, Natri carbonat,
Natri starch glycolat, Kollidon K30, Magnesi stearat,
HPMC 615, HPMC 606, Eudragit L100, PEG 6000, Talc,
Titan dioxid, Oxid s&t vang,

ugc Iyc hoc

Pantoprazol ta mét din chét the cla benzimidazol, la mét
chéttic ché bam proton (PPI), tc ché mdtcéch déc hiduvaty
16 vdi li8u dung trén enzym H/ K’ - ATPase (enzym chiu
tréch nhiém cho vige tiét acid cla té bao véch trong da day).
Sau khi dugc hép thu, Pantoprazol tich IOy trong méi
trudng acid clia t& bao vach. 3 day né dugc chuyén thanh
dang hoat ddng - sultanilamid, gén két vdi hé enzym HY/ K
- ATPase trén bé mat tigt gastrin cla té€ bao vach, gay ra
sy uc ché tiét acid cg ban va tiét acid do kich thich.
Pantoprazol cé thé Ue ché su tiét acid da day ma khang ké
dén ban chét cla kich thich (acetylcholin, histamin,
gastrin...).

Su gén k&t véi HY/ K* - ATPase din d&n higu qui khang
tiét acid kéo dai trong sudt hon 24 gitr ddi véi moi lidu
Pantoprazol. Pantoprazol bén viing hon omeprazol va
lanzoprazol v& mét hod hoc trong didu kign acid nhe hay
trung tinh, nhung bj hoat héa rét nhanh trong didu kién acid
manh. Bac tinh hoat hod phy thude pH nay cdi thién muc
d¢ chon loc in vitro clia Pantoprazol di véi HY K' -
ATPase so vdiomeprazol.

Duge dgng hoc

Hép thu: Pantoprazol dugc hép thu nhanh chl sau khi ri
da day. Néng dd dinh cla Pantoprazol trong huyét tuong
khodng 2,5 mcg/ml, dat dugc sau khodng
2-2,5 gid sau khi ding Pantoprazol 40 mg/iéu don holc
da liéu. Sinh kha dung duéing uting khodng 77% véi dang
cdng thuc bao tan trong rudt, va khéng thay déi sau khi
ding liéu don ho#c da liu. Thic &n 12m tang thai gian hap
thu nhung khéng lam d8iC,,, v AUC clia Pantoprazol,
Phén bé: 98% Pantoprazol gin két vdi protein huyét
tuang, phén 16n |2 albumin. Thé tich phan bé bifu kign
tugng dsi thép (trung binh 0,6 litkg trang thai dn dinh),
phan b8 chil y&u trong dich ngoai bao.

Chuyén hod: Sy chuyén hoad Pantoprazel khéng phy
thudc dudng ding thudc. Pantoprazol dugc chuyén hod
manh & gan, chl yéu bdi cytochrom P450 isoenzym
CYP2C19.

- Théi trir: Chét chuyén hod bai tigt chl yéu qua dudng tidu
(719%), lugng cdn lai thai trif chi yéu qua mat. Chat chuyén
hod khéng cé hoat tinh. Pantoprazol cé thi gian ban thai
cudi cling ngén, khodng 1 gidh. Tuy nhién, sy Uc ché ti&t
acid mot khi da dat dugc, vAn cdn kéo dai sau khi thudc b
loai ra khdi véng tudn hoan. Khi sii dyng lidu uéng lap lai,
duge déng hoc clia Pantoprazol tuong ty nhu khi sd dung
mdt lidu duy nhét. Thasi gian ny kéo dai hon & bé&nh nhén
suy gan. Mac di sy chuyén hod va thdi try cla
Pantoprazol suy gidm & bénh nhan thiu n&ng gan nhung
C,., chi tang giéi han, cho thdy Pantoprazol cé thé ding
duge & nhilng bénh nhan suy gan ma khéng cén diéu
chinh lidu. O ngusi 16n tudi, duge déng hoc cla
Pantoprazol tudng ty nhu & ngudi tré tudi.

Chidjnh

- Loétthyc quén, loét da day - td trang.

- Bénh trao ngugc da day - thyc quan (GERD).

- Hgiching tang tiét acid (héi ching Zollinger Ellison).

Chéngchidinh
Tién st qua m&n vdi Pantoprazol ho3ic bét cu thanh phén
naoclathube.

Thintrong

- Khéng nén dung Pantoprazol trong diéu tri ph&i hgp dé
diét Helicobacter pylorid nhiing b&nh nhan bj réi loan chic
nang gan, than tU muc trung binh d&n ndng, v hién nay
chua cé di ligu v& tinh hidu qud v& an todn cla
Pantoprazol trong diéu tri phéi hgp cho cdc bénh nhan
nay.

- Khéng nén ding Pantoprazol trong trudng hop rdi loan
tidu hod nhu chung khd tiéu cd lign quan d&n thén kinh,

- Trude khi didu trj véi Pantoprazol, phai loai trif kha néng
loét da day 4c tinh ho#ic viém thyc quan dc tinh, vi ¢é thé
nhét théi lam lu mé& cde tridu ching clia bénh logt 4c tinh,
do dé ¢6 thé 1am cham chén dodn.

- Khuy&n nghj ding dang tiém khi diing duéing usng khéng
thich hgp.

- Chuacd kinh nghiém diéu tri vdi Pantoprazol & tré em.

- Chan dodn viém thuc quén trio ngugc cén duge khing
dinh béng ndi soi.

Tudng tdc thudc

- Pantoprazol 1am gidm acid dich vj, va do dé lam gidm d6
hép thu cdia céc thudc khéc ding déng théi ma dd hdp thu
phu thudc vao pH da day (nhu ketoconazol, digoxin...).

- Pantoprazol chuyén hoé & gan bdi hé enzym cytochrom
P450. Tuy nhién, cho dén nay, chua cé bdo céo vé& tudng
14c 14m sang dang ké n&o gidia Pantoprazol va cac thubc
chuyén hod cling hé cytochrom P450 (nhu carbamazepin,
cafein, diazepam, diclofenac, digoxin, glibenclamid,
metoprolol, nifedipin, phenytoin, theophyllin, warfarin va
céc thude tranh thai duding udng).

Dé thubc xa tdm tay cla tré em




Hudng dan sif dyng thusc Boc ky hudng dan st dung trude khi ding |
Khong thdy tuong tac gida Pantoprazol va céc thudc + Phacdd2: (1 vién Hasanloc + 500 mg metronidazol + 500 |
khang acid (trj dau da day) khi dung déng thai, mgclarithromycin) x 2 l&n/ngay. |

. Técdyng phy + Phdc 06 3: (1vién Hasanloc + 1000 mg amoxicyllin + 500 |
- Thudng gap: mét, nhic ddu, ban da, kho miéng, budn nén, mgmetronidazol) x 2 ldn/ngay.
ddy hai, dau bung, t4o bén, tieu chdy, dau co, khdp. - Néichung, ligu phdp phéi hop thyc hién trong 7 ngay cé
- It gap: suy nhuge, chodng véng, chéng mat, mat ngd, thé kéo dai t6i da trong 2 tun. N&u cdn didu tri thém vdi |
ngua, ting enzym gan, Pantoprazol dé chira lanh vét lodt, cdn chu ¥ t8i khuy&n
- Higm gép: nghi vé liéu dung trong diéu tri loét ta tring va da day.
+Toanthan: toat mé hei, phi ngoai bién, phan va. - Bénh nhén suy gan ndng: liéu du ng nén gidm xudng 1 vién
+Da:tring ¢4, rung tée, viém da tréc vay, phil mach. 40ma/ngay, 2 ngay 1 14n. Cén theo déi men gan trong khi
+Tiéuhda: viem migng, réi loan tidu haa, ding thudc. N&u gid tri men gan tang thi nén ngung thudc |
+Thén kinh: i tai, nh4m 1&n, 4o gide, dicdm. ngay.
i + Mau: tang bach cdu ua acid, mé&t bach hat, gidm bach - Ngu6i idn tudi hodc suy thén: khéng ding qué liéu 40 mg
| cdu, gidm tidu cu. Pantoprazol mét ngay. Ngoai 1, trudng hop tri lidu phéi
I +Gan: viém gan, vang da.. hap diét Helicobacter pylori, ngusi I tudi van phai ding
s dung cho phy nitc6 thai va cho con b lidu Ps.nloprazoi théng thuding (2 vién x 40 mg/ngay) trong
Kinh nghiém |am sang vé Pantoprazol khi diing trong thai mottudn diéu tr.

ky con han ché. Khéng cé théng tin vé bal xuft Cédch ding
Pantoprazol qua sita me. Do a6, chl diing Pantoprazol khi - Khéng dugc nhai hodic nghién nhd vién thube ma phai

lgi ich cla ngudi me dugc xem 14 Idn han rdi ro d8i vdi thai udng nguyén vién thudic vdi nude, trong hodc truée bia an ‘

i nhivaem bé. sdng.
| Téc ddng cia thude khildi xe, vin hanh may méc © T i phGi hop diét Helicobacter pylori c&n udng vien |
Hién chua rd tdc dung clia thuse khi diing cho ngudi 14i xe Hasanloc 40 thii hai trude bia t6i. ) |
hay v&n hanh mdy méc. - N&u quén khéng ding thude dung gid, klhOng nén ding |
liéu bl vao Iic mugn trong ngay, nén tiép tyc ding lidu |

| Quéliguva cdch xirtri
Hién chua biét triéu ching khi ding qud liéu & ngudi. Liduy
240 mg tiém finh mach khéng cé phan ung phy, vi | Bdoquan

binh thuéing vao ngay hom sau trong liéu trinh,

Pantoprazol két hop manh véi protein huyét tuong nén Naikhé, dudi30°C. Trénh 4nh sang!
khong d& thém tach. Ngoai diéu tri trigu ching va diéutri | Tiéuchusin: Tiu chufincosd, |
hé1rg, khéng dé nghi vé cch didu trj dac biét nao. Han ding: 36thang (kélt‘rn_gév san xudt) _ |
. Liéulugng va céch d i I:::l; bay: Hop 3 vixvi10 vién nén bao phim tan trong rust.
Liéu lugng Thuéc nay chiding theo don cia bic sf. |
Liéu khuyén nghij 1a 40 mg/1 1&n/ngay. Théi gian c4n diéu tri Khéng diing thusc qué liéu chidjnh.
trong cée truding hop: Khéng dugec diing thudc qua han diing ghi trén bao bi,
i Viém Joét thifc quan: trong B tudn. C6 thé them mét dot Théng béo cho béc sy nhiing tac dung khéng mong
diéu tri 8 tudn nia. musn g&p phai khi strdyng thudc.
Loét td trang: trong 2 — 4 tudn. Trong hédu hét céc truéing Néu c&n thém théng tin xin hdi ¥ kién béc sj.
hop, kétqua lanh bénh s& dat dugc say 2 tudn tri ligy.
. - Loét da day va bénh trao nguge da day - thyc quin
" (GERD):trong 4-Btudn
Hoi chung tang tigt acid djch vi: Liéu thang thudng khdi ddu o ‘
ding 12 40 mg x 2 Iin/ngay. Cé thé tang liéu néu cén. Piduy w
tri phdilién tyc ca nam.
Loét da day — ta trang, nhiém Helicobacter pylori: phéi hgp
Vdi c4c khang sinh trong 1 tuén. Tby theo kiéu khang CONG TY TNHH HASAN - DERMAPHARM
thudc, c6 thé theo céc so dé phéi hop sau: Budng s 2 - KCN Béng An,
+ Ehdc d6 1: (1 vien Hasanloc + 1000 mg amoxicyllin + 500 Binh Duang, Viét Nam

mag clarithromycin) x 2 1dn/ngay.
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