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Razopral

Pantoprazol 40 mg

Sin xufit bai: :
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28 VIEN \

bao phim lan trong rudl

Razopral

Pantoprazol 40 mg

* DOC K¥ HUONG DAN SUf DUNG TRUGC KHI DUNG
« THANH PHAN: Mi vién nén bao phim tan trong rudt chia:

Natri pantoprazol sesquihydral

tuong dugng PANOPIAZOl ...t ivirrrrs e $0 MY
+ CHI BINH / LIEU DUNG / CACH DUNG / CHENG CHI BINH /

TRAOQNG: Xin doc 18 hudng dlin sif dung

« BAO QUAN: Nai kh réo, Irdnh dnh sang,

nhidt 4§ khéng qué 30°C SGl6SX :
« TIEU CHUAN CHAT LUGNG: Ngay SX :

Tiéu chudn ahd sin xuft Han diing :
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« CAREFULLY READ THE PACKAGE INSERT

BEFORE USE

» COMPOSITION: Each enteric coated tablet contains:
F sodium sesquihy
eq. 1o P, e 40 mg

= INDICATIONS / DOSAGE & ADMINISTRATION / * SPECIFICATION:

= STORAGE;
In dry place, protected from light, below 30 °C [[KEER OUT OF REAGH OF GRILDREN |

CONTRAINDICATIONS / PRECAUTIONS: In-house standard
Reler to the package insert for use instructions
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DAVI Razopral

PHARM CO.,LTD.

Box 63mm x 134mm x 17mm
2 x Blister ALU-03

2 X 14 Tablets = 28 Tablets
Size blister: 60mm x 130mm
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Doc kj hudng diin sit dung trirde khi ding.
Néu cdn thém thdng tin xin héi § kién thdy thuéc.
Chi dang thudc nay theo sie k& dom cila théy thude.
RAZOPRAL
(Vién nén bao phim tan trong rugt Pantoprazol 40 mg)
THANH PHAN: '

M&i vién bao phim tan trong rudt chira:

Natri pantoprazol sesquihydrat

Tuong duong Pantoprazol. ..........cccoersneans 40 mg

Té duge: Manitol, natri bicarbonat, croscarmellose natri, magnesi stearat, hydroxypropylmethylcellulose, talc,
polyethylen glycol 6000, eudragit L100, oxyd sdt vang, titan dioxyd... viea dii | vién.

Diic tinh dirgre lyrc hpc: ;
Paéntoprazol 14 mot chit trc ché bom proton, irc ché enzym H'/ K* ATPase chiu trch nhi¢m vi sy tiét acid & té bao
vién cua da day. :

Pantoprazol c6 tdc dgng manh va kéo dai. Ubng pantoprazol 40 mg/ ngdy, s tit acid bj rc ché 51% vao ngay thir
nhit va 85% vao ngdy thir 7. Lugng acid co bin trong 24 gid giam 37% va 98% tuong Img. ;

Lugng gastrin lic doi tang Ién, nhung khéng vugt qué gidi han binh thudng trén. Sau khi két thic dot diéu trj, gid trj
gastrin trd lai binh thudng,

" Biic tinh dugc djng hoc:

Pantoprazol duoc hap thu nhanh qua duomg tiéu héa. Khodng 2,5 gits sau khi ubng mot lidu don 40 mg, pantoprazo}
dat nong 46 toi da trong huyét thanh khodng 2 - 3 meg/ ml. Thoi gian ban huy khoang 1 giy. Thé tich phén bo
khodng 0,15 I/ git/ kg, va dj thanh thai khoing 0,1 I/ git/ kg. Duge ddng hoc ciia pantoprazol khong thay ddi khi
dung céc licu I3p lai. ) .

Pantoprazol gin két véi protein huyét wong khoing 98%. Bugc chuyén héa & gan va thai trir qua thin (80%) va
phan,

CHi PINH DIEU TRI: : .
Pantoprazol dugc chi dinh trong céc trutmg hop cén gidm tict acid:
- Loétta trang,

- Loét da ddy.

- Viém thyc quan trio ngugc.

. Hoi chimg Zollinger - Ellison va c4c bdnh ting tiét khic.

- Dung phbi hop véi khang sinh d& diét Helicobacter pylori & bénh nhén loét t4 trang hay viém da ddy.

LIEUDUNG - CACHDUNG: |

Pantoprazol dugc ding dudi dang mudi natri, 11,28 mg pantoprazol natri tuong duong v6i 10 mg pantoprazol.
Purdmg udng: ding mdi ngdy mot Iin vao budi sing, truéc sau blta &n déu dugc. Thubc khang acid c6 thé ubng
dbng thai vai thude nay. L

Vi pantoprazol bj ph hiy & moi trutmg acid nén phi ding dudi dang vién bao tan trong rudt, khi uong pantoprazol
phai nudt 4 vién, khong dugc be, nhai hofic 1m v& vién thudc. Phai tudn thd ddy da cd dot dicu tri. )
Diéu tr bénh trao ngupe da day — thye quan: udng m3i ngy mot l4n 20 — 40 mg vao budi sing trong 4 tudn, cb thé
taing t6i 8 tudn néu cén thiét. O nhimg ngudi vét loét thyc qudn khong lién sau 8 tudn diu trj, c6 thé kéo dai dot didu

- trj 161 16 tudn,

Diéu trj duy tri: 20— 40 mg mdi ngdy. D an ton va hi¢u qua ding lidu duy tri trén 1 ndm chua dugc xc dinh.
Diéu tri loét da dy Ianh tinh; ubng m3i nghy mdt 1in 40 mg, trong 4 — 8 tudn. ;

Loét td trang: ubng m8i ngay mgt 14n 40 mg, trong 2 - 4 tudn. i
D& tiét trir helicobacter pylori, cin phéi hop pantoprazol véi 2 khéng sinh trg@€ TR0 dip ,dung 3 thube trong 1
tudn. Mot phéc dé hiéu qua gbm pantoprazol ubng 40 mg, ngay 2 Idn ( P budiSsne-ve hudp{0§) + clarithromycin
500 mg, ngdy 2 lan + amoxicilin 1,0 g, ngdy 2 lin hofic metronidazol 40§ nig #13 oy

Diéu trj dv phong loét dvimg tiéu hda do thude chéng viém steroid: uiife
Diéu trj trj tinh trang tding tiét acid bénh Iy trong hoi climg Zollinge
mot I4n, sau d6 diéu chinh theo dap img cda ngudi bénh ( ngudi cag
dén 240 mg mdi ngay. Néu liéu hing ngay l6n hon 80 mg thi chia I3

3 e
HO CYC TRU

[
LUU Y DAC BIET VA THAN TRONG KHI SU' DUNG: JKM” 'Vdn S
- Khi cin dibu trj bing pantoprazol trong thti gian dai & bénh nhin suy gan ndng, cin theo d nzym gan
trong qué trinh diéu trj, Néu tang enzym gan, phii ngung sir dung pantoprazol.
- Trubc khi sir dung pantoprazol dé diéu trj loét da day, cén kiém tra bénh nhin @& loai trir kha niing bj u 4c tinh,
vl pantoprazol s& 1m gidm céc trigu chimg cda loét 4c tinh va lam chim sy chin doan,
. Khididu trj gidm tiét acid, da ddy bj gidm tinh acid nén s6 luong vi khudn trong dutmg tiéu héa s& ting Ién, ¢6
thé din dén nhim khuén dudmg tiéu héa nhu Salmonella vi Campylobacter. e
. Khi diéu trj hoi chimg Zollinger - Ellison va céc bénh tang tiét khéc cén thi gian aﬂfuvjﬁﬁ%ﬂ@p u
vitamin B12 bj gidm do it acid. Nén theo di céc dfu hi¢u 14m sing. /7 % aE TS N
/T
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CHONG CHi DJNH:
Bénh nhan mn cim véi bét ky thanh phin nao cia thude.
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TYONG TAC THUOC, CAC DANG TUONG TAC KHAC:

- Suhdp thu ketoconazol bj giam khi diing ddng théi véi pantoprazol.

- Binh nhin difu trj bing thubc chéng dong mau coumarin ddng thi véi pantoprazol, phéi kidm sodt thdi gian
prothrombin trong théi gian didu trj.

- Hoat chét cia Pantoprazole dugc chuyén héa & gan nhdr h¢ enzyme cytochrome P450. Khng logi trir kha ning
pantoprazole tuong téc véi nhing thubc khéc chuyén héa cing hé enzyme cytochrome P450, Tuy nhién, &
l&m sang chua thdy tuong tac déng ké trong nhimg thir nghiém dic higu véi mot sb thudc hofic hop chit c6
tinh chdt néi trén, nhu carbamazepine, cafein, diazepam, diclofenac, digoxine, ethanol, glibenclamide,
metoprolal, nifedipine, phenprocoumon, phenytoin, theophylline, warfarine va cic thudc trénh thai dung bing
dubmg ubng.

SU' DUNG CHO PHY NU’ CO THAI VA CHO CON BU: :
Khéng cb diy da kinh nghiém lim sing v sir dung pantoprazol cho phy nit cé thai. Khéng c6 théng tin v& sy tit
pantoprazol vao sa me. VI thé chi diing pantoprazol cho phy nit c6 thai va cho con bu khi thét sy cin thiét,

TAC DUNG TREN KHA NANG LAI XE VA VAN HANH MAY MOC:
. Thubc c6 thé gy chéng mit, rbi logn thi gidc v.v... cin thin trong khi l4i xe va vdn hanh may moc.

TAC DUNG KHONG MONG MUON:

Thieomg géip, 1/100 < ADR < 1/10:

Dau bung trén, tidu chay, tdo bon, diy hoi, nhirc ddu,

It gdp, 1/1000 < ADR < 1/100: . L

But}n ndn/ ndn mira, chéng mit, roi logn thj gidc, phan img dj {mg da nhu ngira va ndi mén do,

Hiém gdip, 1/10000 < ADR < 1/1000;

Kho miéng, dau khdp.

Rdt hiém gdp, ADR < 1/10000: ’ g

Thiéu bach cau, thiéu tidu cdu, phi ngoai vi, tdn thuong ning 1€ bio gan diin dén vang da c6/ khdng suy gan, ting
enzym gan, ting thn nhiét, dau co, suy nhugc thén kinh, viém than k2, ndi may day, phit mach, cic phan (mg ning
trén da nhu hi chimg Stevens - Johnson, ban dé da hinh, hoi chimg Lyell, min c&m véi 4nh séng,

Théng béo cho thdy thude cdc tic dung khdng mong mudn gép phai khi st dung thudc.

QUA LIEU VA XU TRi:

Céc sd liéu vé qua libu cua céc thubc tu ché bom proton & ngudi con han ché. Cac déu hiu va triéu chimg cua qué
liu co thé 1a: nhip tim hoi nhanh, gian mach, ngi ga, 1a 1n, dau ddu, nhin m, dau byng, budn ndn va nén,

X tri: Rira da day, dung than hogt, diéu trj triéu chimg va hd trg.

Theo ddi hoat djng cia tim, huyét 4p. Néu nén kéo dai phdi theo ddi tinh trang nudc va dign gidi. Do pantoprazol
gin manh vao protein huyét tuong, phuong phap thdm tach khong loai dugc thugc.

DONG GOI: Hop 2 vi x 14 vien,

HAN DUNG: 36 thang ké tir ngay sin xut.

TIEU CHUAN CHAT LUQNG: Tiéu chufn nha sin xult.

BAOQ QUAN: Noi kho réo, tranh 4nh séng, nhiét do khéng qué 30 °C.

* Sin xuft tai:
CONG TY TNHH DP DAT VI PHU
(DAVI PHARM CO,, LTD.)
L6 M7A-CN, Budmg D17, Khu CN M§ Phuéc, Tinh Binh Duong, Viét Nam
Tel: 06503567689  Fax: 0650.3567688




