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M3i vién nén bao tan trong ruét chira Pantoprazol natri trong duong pantoprazol
40mg. Chi dinh, cach dung. chong chi dinh va cac thong tin khac: Xem Hudng
dén sir dung keém theo. Doc k¥ Hudng dan sir dung trude khi dung. Béo quan &
nhi¢t dé duai 30°C, tranh dm. Dé thude ngoai tam tay tre em

*PANTIN 40

Pantoprazole Gastro Resistance Tablets 40 mg

"PANTIN 40

Pantoprazole Gastro Resistance
Tablets 40 mg

3 x 10 Tablets

Rx - Thudc ban theo don Hép 3 vi x 10 vién

PANTIN 40
Vién nén bao tan trong rugt Pantoprazol 40 mg

2016683

Each gastro fesistance tablet contains Mfg. Lic. No. SOMNIAP/2009/F/G
Pantoprazole sodium sesquihydrate Batch No /86 16 SX:
equivalent to 40 mg of Pantoprazole. Mfg Date/NSX: dd'mmiyyyy

Exp.DateHD: dd/mm/yyyy
VN-Reg No /4 DK

Dosage: As directed by the physician, -

Doanh nghiép nhip khiu.

Store at betow 30°C.

Manufactured by/San xuét tai An-dd bfi:

r— HETERO LABS LIMITED
@ Linit V. APIC Ftlﬂl'hlaf(@
Polepally Vilage Jadchel
Mahaboobnagar District, An-d6.

Keep out of reach of children,
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Refer product insert for mare information
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g * PANTIN 40
Z P P Gasiro Resi Tablets 40 mg
E Each gasltro resistance tablets contains
2 Pantoprazole sodium sesguihydrate eguivalen! 1o
40mgof Pantoprazole
E| Manutactured by
% HETERO LABS LIMITED
e | .. Unit\V APIC Formulation SEZ Polepally Jadcheria
Mahaboaobnagar District - 509 301, india
L
=] PANTIN 40
F P le Gastra Resi: Tahblets 40 mg
2 Each gasiro resistance table!s contamns
= Pantoprazole sodium sesquihydrate equivalent to
40 mg of Pantoprazole
2| udhuractured by
& / ETERO LABS LIMITED
= nit . APIIC Farmultabon SEZ, Pofepally. Jadcheda
= Mahaboohnagar District - 508 301, India

88 mm

Blister width 47 x 88 mm
Repeat Length 314

No of colours  Single color
[l Fantone Green Cyan C

HETERO HETERO

HETERO HETERO

Batch No./S4 14
Mfa. Date/NSX

Exp Date/HD

Batch No /S4 18

Mifg Date/NSX
Exp. Date/HD



PANTIN 40
(Vién nén Pantoprazol 40 mg)
HUONG DAN SU DUNG
Doc k§ huéng din sir dung trwge khi ding. Néu cin thém théng tin, xin hoi ¥ kién bac s§.
Thudc ban theo dom.

Thanh phan :

M&i vién nén bao tan trong rudt chira: Pantoprazole sodium sesquihydrate tuong duong véi
pantoprazol 40 mg.

Ta dwge: Lactose monohydrate, hydroxypropyl cellulose, calcium stearate, sodium carbonate
anhydrous, sodium lauryl sulphate, hypromellose, ferric oxide yellow, propylene glycol, titanium
dioxide, methacrylic acid-ethylacrylate copolymer (1:1), triethyl citrate, polysorbate

Dwgc Ire hoc: .
Pantoprazol 14 mét thube trc ché bom proton. Thude vao cdc dng tiét acid cua té bio thanh da day dé
duogc chuyén thanh chat sulfenamid dang co hoat tinh, dang nay lién két véi enzym H'/K'-ATPase
(con goi 12 bom proton) ¢6 trén bé mit té bao thanh da day, gy (e ché enzym nay, ngln can budce
cudi cling cha sy bai tiét acid vao trong da day. Vi vay pantoprazol ¢6 tac dung ¢ ché da day tiét
acid co ban va ca khi da diy bi kich thich do bit ky tac nhén kich thich nao. Tac dung cia
pantoprazol phu thudc vao lidu dung, thdi gian (e ché bai tiét acid dich vi kéo dai hon 24 git, mic
di nira doi thai trir clta pantoprazol ngin hon nhléu (0,7-1,9 gid).

Sau lidu ubng khoi dau 40mg pantoprazo] bai tiét acid dich vi bi irc ché frung bmh 51% sau 2,5 gio.
Uong pantoprazol mdi ngdy mét lan 40mg trong 7 ngay lam giam t&i 85% bai tiét acid da day. Bai
tiét acid da day tr& lai binh thudng trong vong 1 tudn sau khi nging pantoprazol va khéng ¢6 hién
tugng téng acid tré lai (rebound). Ngoai ra pantoprazol con o thé loai trir Helicobacter pylori & da
day ngudi bi loét ta trang va/hodc viém thuc quan trao nguge bi nhidém vi khudn do. In vitro
pantoprazol 1am giam sé luong H. pylori gip hon 4 lan & pH 4.

Duge djng hoc:

Pantoprazol hap thu nhanh, dat nong dd cao nhit trong mau sau khi udng khoang 2-2,5 gi¢.
Pantoprazol hap thu tét, it bj chuyén héa bude ddu ¢ gan, sinh kha dung duong uong khoang 77%.
Pantoprazol gin manh vao protein huyet twong (98%), thé tich phin bd & ngudi 16n 13 0,17 livkg.
Thoi gian kéo dai tac dung chéng bai tiét acid da day khi tiém tinh mach pantoprazo] 12 24 gid. Sau
khi tiém tinh mach 1 lidu don tir 20 dén 120 meg, tic dung thude bétcfiﬁﬁ\ttong vong 15-30 phut va
thc dung trong vong 24 gid phy thude vao lidu tir 20 — 80 mg. Trong vohg 2 gid sau khi tiém liéu 80
mg, Iy lugng bai tiét acid hoan toan bj loai bo. Lidu 120mg ciing khéng lam ting thém éc dung.
Pantoprazol chuyén héa chd véu & gan nhd he enzym cytochrom Pyso, isoenzym CYP2C19 dé
chuyén thanh desmethylpantoprazol. Mot phin nho duge chuyén héa bdi CYP3A4, CYP2DS,
CYP2C9. O mét sb ngudi thidu hut hé théng enzym CYP2C19 do di truyén (ngudi chiu Aty lé gép
la 17-23% thugc loai chuyen hoa chim) lam chdm chuyén héa pantoprazo] dan dén ndng do thube
trong huyét twong co thé ting cao gdp 5 ldn so véi ngudi cd di enzym. Nua ddi thai trir cua
pantoprazol 1a 0,7-1,9 git, kéo dai ¢ ngudi suy gan, xo gan (3-6 gi) hogc ngudi chuyén héa thube
cham do di truyén (3,5-10 giv). Céac chét chuyen hoa thai trir chi yéu qua thén (khoang 80%), 18%
qua m4t vao phan.

Chi dinh:

Bénh viém loét thiee quan di kém bénh trav nguoc da day - thuc quan (GERD):

Vién nén pantoprazol dugc chi dinh diéu tri (kéo dai toi 8 tuén) dé chira va lam thuyén giam triéu

chimng viém loét thuc quan trén ngudi lon va tré em tir 5 tudi tedr [én. Vi bénh nhan chua duge chira -

khoi sau 8 tuan diéu tri ¢6 thé cén nhic dung thém pantoprazol thém mot dot 8 tudn nira. Chua danh
gi4 duge dd an toan clia viée diéu tri kéo dai qua 8 tuin o tré em.
Diéu tri duy tri bénh viém loét thuc quan:




Vién nén pantoprazol dugc chi dinh diéu tri duy tri bénh viém loét thue quan va lam giam ty 1é tai
phat céc tri¢u chitng ¢ hoi ban ngay va ban dém & bénh nhan trdo nguoc da day — thuc quan
(GERD) & nguti 1on. Nhitng nghién clru duge kiém chitng khéng kéo dai qua 12 thang.

Cdc trang thdi tdng tiét bénh Iy bao gom hoi chimg Zollinger-Ellision:

Vién nén pantoprazol loai 40 mg dugc ding didu tri dai ngay céc trang thdi ting tiét bénh ly, bao
gom héi ching Zollinger-Ellision.

Liéu ding va cach dung:

Liéu dimng khuvén cdo cho ngudi lon:

Diéu tri viem loét thiee qudn:

Lidu udng khuyén céo cho ngudi 16n [4 mdi ngay mot [4n 40 mg kéo dai toi 8 tudn, véi bénh nhén
chura duge chira khoi sau 8 tuan c6 thé cin nhic ding pantoprazol thém méot dot 8 tuin nita.

Diéu tri duy tri bénh viém loét thire quan:

Liéu ubng khuyén céo cho ngudi [on la mdi ngay ubng mét vién 40mg pantoprazol.

Trang thai ting tiét bénh Iy bao gém hoi chimg Zollinger- Ellision:

Liéu luong pantoprazol cho bénh nhan & trang thai tang tiét bénh ly thay dbi theo timg cd thé. Lidu
khoi ddu khuyén cdo cho nguoi 16n fa moi lan 40 meg, ngay 2 lan. Ché do liéu lugng ¢6 thé dugc
diéu chinh theo nhu ciu trang thai coa tung nguol bénh va can kéo dai tuy theo chi dinh 1am sang.
D3 ¢ dimg t6i 240 mg mbi ngay. Mot s6 bénh nhén da didu trj lién tuc v6i pantoprazol t6i hon 2
ndm.

Khéng can diéu chinh liéu cho bénh nhan suy than, suy gan va bénh nhén cao tudi. Liéu cao hon 40
mg/ngay chua duge nghién ciru & bénh nhén suy gan. Khéng can didu chinh lidu & bénh nhan dang
thim tach loc mau. ,
Vién nén pantoprazol 40 mg cin duoc nudt nguyén ven véi nudc, khi no cling nhu khi doéi. Néu
bénh nhan khong nuét duge vién nén 40 mg, ¢d thé nudt hai vién 20 mg. Cing ding véi thude
khang a xit khéng anh huong téi hip thu pantoprazol.

Bénh nhan cin nho ré‘mg vién nén pantoprazol loai 40 mg khong dugc bé, 1am v, ngim, mut hodc
nhai.

Twrong tac thube: .

Khéng ¢é bdo cdo ndo lién quah dén twong tac thudc trong 1am sang.

Pantoprazol khéng ¢6 phan (mg v6i hé théng cytochrome P450. Khdng ¢ tuong tac thude nio duge
b4o cdo trong hang loat cac thi-aghiém vé phan img véi thude ngira thai, diazepam, diclofenac,
ethanol, cafein, metoprolol, digg%in, phenytoin, nifedipin, carbamazepin, glibenclamid va warfarin,
N6 cling khdng c6 tuong tac khi sir dung dong thai thube khang acid. Cling khéng thdy trong ldm
sang céc tong tic clia pantomed véi céc thube khang sinh sau ddy (clarithromycin, metromidazol.
amoxycilin).

Cling nhur cac thubc it ché bom proton khac, pantoprazol c6 thé 1am giam hip thu mot sb thudc ma
sir hap thu ctia ching phu thudc vao pll da day nhur ketoconazol, itraconazol. Pau co ning va dau
xwong c6 thé xay ra khi dung methotrexat cing véi pantoprazol.

Tac dung phu:

Nhin chung pantoprazo] dung nap t6t ca khi diéu tri ngan han va dai han. Céc thubc trc ché bom
proton 1am giam do acid & da day, c6 thé ting nguy co nhiém khudn duong tidu hoa.

Thueong gdp, ADR >1/100. . ¥

Toan thin: mét, chéng mat, dau &u. Da: ban da, may day. Tiéu héa: khb miéng, budn nén, non. dav
hoi, dau bung, tdo bén, tiéu chay. Co kbop dau co, dau khop.

It gap, 171000 <ADR >1/100: W

Toan than: suy nhuoc, chodng vang, mét ngd. Da: ngira. Gan: ting enzym gan.

Hiém gap, ADR <1/1000:

Toan thin: toat md héi, phit ngoai bién, tinh trang khé chju, phan vé. Da: ban dét sin, tring c4, rung
toe, viém da tréc vay, phu mach, héng ban da dang. Tiéu hda: viém miéng, ¢ hoi, rdi loan tiéu hoa.



Mit: nhin md, chimg sg anh sang. Thén kinh: mit ngu, ngu ga, tinh trang kich dong hodc trc che u
tai, run, nham lan, ao giac, di cam. Mau: tang bach cdu va acid, mét bach cau hat, giam bach cau,
giam tiéu cAu. Noi tiét: liét duong, bat luc & nam gidi. Tiét ni¢u: dai mau, viém than ke. Gan: viém
gan, vang da, bénh néo ¢ ngum suy gan, tang triglyceride. Réi loan ion: giam natri mau.

Thong bao cho bic si bit ky tac dung phu nao gip phai khi dung thude.

Chéng chi dinh:

Pantoprazol chéng chi dinh véi cac bénh nhan man cam véi bat ky thanh phén nao cia thube.

Phu nir ¢6 thai:

Céc kinh nghigm trong 1am sang ddi voi phy nir ¢ thai rat han ché. Pantoprazol chi dugc sir dung
cho phu nir ¢6 thai khi that sy can thiét.

Phu nir thoi ky cho con bu:

bi phat hién thiy su bai tiét cia pantoprazol qua duong sira me. Cén can nhic hodc khong ding
thudc hodc ngung cho con b, tinh dén lgi ich cuia thudc doi vdi nguoi me.

Thén trong:

Thén trong pantoprazol khong chi dinh cho céc truong hop ¢6 bénh dl.rcmg tiéu héa nhe nhu cam
thdy khé tiéu. Cén phai loai trir cac kha néng éc tinh cta loét da day va bénh 4c tinh vé thure quan
trude khi diéu tri béng pantoprazol vi pantoprazol lam giam céc triéu chirng loét ac tinh va thuc su
cao thé lam céac chuan doan bi cham tré.

Anh hwdng ciia thude dén kha niing lai xe va van hanh may moc:

Cac tac dung phu nhu chong mit, dau dAu, ngl ga va 4o gidc ¢6 thé xay ra. Bénh nhan khong nén
lai xe hay vén hanh may méc néu cam thay céc triéu ching nay.

Qua lidu:

}\hong dugc biét vé cac triéu chimg lién quan dén dung qua lidu & nguoi. Trong trucmg hop dung
qua liu véi cac dau higu 1am sang cia nhiém doc, cac lidu phap giai doc théng thuong can dugc ap
dung.

Bao quan:

Bao quan & nhiét d6 dudi 30°C, tranh 4m . Dé thubc xa tAm tay tré em. |

Han sir dyng: W

24 thang ké tir ngay san xudt. Khong dung thube da hét han sir dung én bao bi

Trinh bay:

Hop dung 3 vi, mdi vi x 10 vién.

Tiéu chuin chit lwgng: Tiéu chuiin co sé san xudt

Tén va dia chi nha san xuat: '
HETERO LABS LIMITED r iR
bia chi: Unit — V, APIIC Formulation SEZ, Polepally Village, Jadcherla Mandal, Mahaboobnagar &
District, An-dg. <
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