.

CONG TY CP DUGC PHAM

ttps://vnras.com/

TV.PHARM

?JU)AHS’

CONG HOA XA HOI CHU NGHIA VIET NAM

Poc lap - Ty do - Hanh phic

MA U NHAN THUOC

VIEN NEN BAO PHIM TAN TRONG RUQT TV.PANTOPRAZOL

. MAU NHAN Vi 10 VIEN :

v

XS 91908

w2
=1
o
%]

TV.PANTOPRAZOL

ENTEAIC ALM-COATED TABLETS

Pantoprazol 4img

E}"V. PANTOPRAZOL TV.PAN TOfRAZ oL
Pantoprsel i 0myg P;nmunwt Ay
W{:I[/yﬁﬂ {Em?;gﬁRAZ oL ?;V PAN TOfHAZ oL
CTCPOP TV PHARM 50K

* 0 TAN T L.

I pANTORRAZOL

Pantoprazel Aeng

L&ﬁﬁ {Eazgﬁ RAZOL 7;1/. PAN TDfRAZ oL
TV.PANTOPRAZOL TV.PANTOPRAZOL

oo
o

®  ENTERIC FILM-COATED TABLETS

WIEN 8AQ TAN TRONG ALOT

Fastoprazi o

Pantopraml 4lmg

TV.PANTOPRAZQ

ENTERIC FILM-COATED TABLETS

N Lan dau:.4%./..6../.. Yok

BO Y TE
CUC QUAN LY DUGC

DA PHE DUYET

Pantograzol omg

TV.PANTOPRAZOL

VIEN BAO TAN TRONG ALOT

TV PHARM

TV.PANTOPRAZOL

ENTERIC FILM-COATED TABLETS
Panlopraz 4limg

TV.PANTOPRAZOL

ENTERIC FILM-COATED TABLETS

Patopiaml dlmg

TV.PANTOPRAZOL

VIEN BAD TAN TRONG ALOT

TV PHARM

TV.PANTOPRAZOL

ENTERIC FILM-COATED TABLETS
Panloprami L0mg

P

s



https://vnras.com/

. v

I. MAU NHAN HOP

[

L) —

ilﬂ

I

) —
L —
[ —

S8 16 SX/Batch.No.:
Ngay SX/Mfg. Date:
Han diing/Exp. Date:

R e ﬂ TV.PANTOPRAZOL

-
O
Pantoprazol 40mg P,
o
. o
(@]
Hop 3 vix 10 vién nén o
bao phim tan trong ruét (% § &
- A a‘
30 vién 3
OB Tv.PANTOPRAZOL SBK:
Pantoprazol 40mg

OB Tv.PANTOPRAZOL

CONG THUC: M3i vién nén bao phim Béo qudn: nai kho, khong qua 30°C,
tan trong rugt chia trénh anh séng.

Pantoprazol ............................. 40mg Doc ki hudng dén sit dyng trudc khi
T4 QWG <o A vign diing. D€ xa tdm tay cila tré em.

Tiéu chudn 4p dyng: TCCS.
Chi dinh, ch@ng chi dinh, cdch ding -
liéu ding: Xem trong td hudng din su

sy CONG TY CO PHAN DUQC PHAM TV.PHARM
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COMPOSITION: Each enteric film-coated
tablet contains

Pantoprazol ................................ 40mg
Excipient...........oocoooov 0.5 1 tablet

Indications, contraindications, dosage-
administration, other information: See
the enclosed leaflet for further information.
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Store in dry place, do not store above 30°C,
protect from light.

Read the package insert carefully before use
Keep out of reach of children.

Specification: Manufacturer’s.
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COMPOSITION: Each enteric film-coated
tablet contains

Pantoprazol ..........ccoocoveennnrnn.n, 40MQ
Exciplent............cc.cccooe.....0.5 1 tablet

Indications, contraindications, dosage-
administration, other information: See
the enclosed leaflet for further information.
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Store in dry place, do not store above 30'°C,
protect from light.

Read the package insert carefully before use
Keep out of reach of children.

Specification: Manufacturer's.

S8 16 SX/Batch.No.
Ngdy SX/Mfg. Date:
Han ding/Exp. Date:

TV.PHARM PHARMACEUTICAL JOINT-STOCK COMPANY

Travinh provinge

40mg

] Bl Tv.PANTOPRAZOL

g
b=}
g
£
5
E
2
ox

way :apyy up Bugy ags ‘Sury
- Bunp yaga ‘yuip Jya Bugyo 'y \

UGIA PP g g
EfYD jond Buos) uey
wiyd 0Bq Upu Ui I *INHL INQI

Tozvadoinvd'AL D

sisiqel 00¢

s}8|qe)} pajeod-w|y
ouBjua Q| X S191Sl|q 0Z 4O Xog




httRS ANRSIGOMAN st DuNG:

R( Thudc bdn theo ddn

TV.PANTOPRAZOL

CONG THUC:

= PANOPAZOL........ooooocoiiiiit s 40 TIQ
- T4 dugc {Avicel, natri carbonat, disolcel, natri laurylsulfat, PVP, avicel, disocel, crosspovidone,
magnesium stearat, aerosil, HPMC, PEG 6000, talc, oxyd titan, HPMCP, acid stearic, ddu thdu ddu,
tale, titan oxyd, mau ving oxyd sit. midu ndu Oxyd sit miu xanh patent lakes) via
O, L IR S
vién

TRINH BAY:

- Vién nén bao phim tan trong rudt, vi 10 vién, hdjp 03 vi, hap 10vi, hop 20w

DUGC LY VA CO CHE TAC DUNG:

- Pantoprazol 14 mdt thudc (c ché bom proton | enzym H'/K' - ATPase ) (con goi 14 bom proton) c6
trén bé mt ¢ bdo thinh da day, ngdn can budc cudi ciing cda sy bai tist acid vio 1ng da diy. Vivdy
Pantoprazol cd tdc dung dc ché da day tiét acid co bdn va ¢ khi da day bi kich thich do bt ky tic
nhan kich thich ndo. Tdc dyng clia Pantoprazal phy thudc vAo liu ding . thiti gian e ché bai tigt acid
dich vi kéo dai han 24 gid, mac dil nita ddi thii trif cia pantoprazol ngdn han nhidu (0,7-1.9 gits).

- Sau liu udng khdi du 40mg pantoprazol, bai igt acid dich vi bi tic ché trung binh 51% sau2,5 gid.
Uing pantoprazol mdi ngay mit ién 40 mg trong 7 ngdy IAm gidm t6i 85% bai tift acid da day. Bai tift
acid da day trd lai binh thuting trong vong 1 tufn sau khi ngiing pantoprazol va khong c6 hién tugng
tdng acid trd lai (rebound). Ngodi ra pantoprazol con o6 thé loai tril Halicobacter pylari & da day &
nguli bj loét td trang va/ hodc viém thyc qudn trdo ngugc bi nhidm khusin d6. In vitro, pantoprazol jas
gidm 58 luong Helicobacter pyfor g&p han 4 14n & pH4.
DU BONG HOC:

- Pantoprazol hilp thu nhanh, dat ndng d9 cao nhdt trong mdu sau khi uding khodAe
Pantoprazol hép thu t8t, it bi chuyén hoa bubc ddu & gan, sinh khi dung dubng udh f il g
Pantoprazol gén manh vao protein dubng huyét (98%), thé tich phan b& & noudi 16n 13 B 17 ikg.

..
70027 487N

’- Tﬁﬁ NG

- Da: Ban ddt sdn, ting ¢4, ryng tdc, viém da troc vdy, phis mach, hdng ban da dang.

- Tiéu hoa: Vigm migng, o hai, rdi loan tiéu hoa.

- Mat: Nhin mé, ching so dnh sdng

- Thén kinh: M4t ngu, ngil ga, tinh trang kich déing holic dc ché, U tai, run, nhdm 13n, 4o gidc, di cdm.

- Méy: Tang bach cdu ua acid, mat bach cdu hat, gidm bach c4u, gidm tiéu cdu.

- N tift: Ligt duong, bat ye & nam gidi,

- Tigt niéu: DAl mdu, viém than k8

- Gan: Viém gan, vang da, bénh no & ngubi suy gan, ting triglycerid.

- Réi loan ion: Giam natri mau,

- Thing bdo cho béc sT nhitng téc dyng khdng mong mudn gép phai khi sif dyng thude.

THAN TRONG KHI DUNG:

- Pantoprazol ¢4 thé che gidu trigu chiing v IAm chdm chdn dodn & bénh nhdn bi idn thuong 4c tinh &
da day,

- C&n gidm liéu & nguti bj bBnh gan, than, nguti cao tudi.

- Chua c6 tai ligu nghién ciu vé tic dung trén tré em. Vivdy, trdnh ding thudc cho tré em.

* Phy nif cd thai vi cho con bii:

Khéng ding thudc cho phy ni¥ cé thai va cho con bd,

* Tdc ding ciia thudc 16n khd nang 141 xe va vin hanh may méc:

Khéing ding cho ngudi Idi xe v3 vin hinh mdy mdc.

TUONG TAC THUOC:

- Pantoprazol 1am thay dfi sy hdp thu cilia cdc thudc cd sinh khd dyng phy thubc vio pH nhu:
Ketoconazol.

- Pantoprazol dugc chuyén héa & gan nhi hd enzym Cytochrom Pysg. Vivdy, Pantoprazol c6 khd ning
tugng tdc vdi cdc thudc due chuygn hod béi hé enzym ndy.

ey hién trén [dm sang chua thdy tuong tdc ddng k& gilla Pantoprazol vdi cdc thudc: carbamazepin,
jazepam, diclofenac, digoxin, ethanol, glibenclamid, metoprolol, nifedipin, phenytoin,
arfarin va cdc thudc tranh thai diing dubing uding.

Pantoprazol tuong téc vdi cdc thudc khdng acid khi diing ddng thai,

TE)

- Pantoprazol chuyén héa chil yéu & gan nhis hé enzym cytochrom Pyg, | isoenzyl B¥P2C19 PHQMD - UEu ping:

chuyn thanh desmethylpantoprazol. Mat phdn nhd chuyén héa bdi CYP3A4, CYPRRS Y C g dy g, mdi ngdy 118n vao bud sdng.

mdt s§ ngubi thigu hut hé thing enzym CYP2C19 do di truyén (ngudsi Chau A 1i 18 gap Ay T PH‘A khdng nghién hodc nhai vién thudt.

logi chuyén hoa cham) 1Am chdm chuyén héa pantoprazol, din d&n ndng dé thudc trohd . ) 4 trang: mdi ngdy ubing 1 vign

cd the tang cao gdp 5 I4n 50 véi nguti cd A enzym. Nita ddi thai tris clia pantoprazol 137 &. ; L\ fuan tra ngugc: mdi ngdy uding 1 vién

Kéo cai B ngubi suy gan. 3 9an (36 gi) hod ngubi chuyn héa thudc chém do ditryén (3N w §tnsuy gan nang: i ding c4n gidm xuGg 1 vie, 2 gy 1 4n. G theo g6 enzym gan &

g:’]: ;f;:lﬂfhwéﬂ hoa thii tris chil yéu qua thin (khoang 80%), 18% qua mat vio phan x’ﬂ-{ nh nhan ndy khi diéu tri v8i Pantoprazol, néu gid tri enzym gan tang nén ngung didu tri véi
: Pantoprazol

tf:r!nd; :::ﬁn!?;:num - B&nh nhn suy than, ngudi cao tudi: khoing ding Iiéu qué 1 vien/ngay. Ngoai trif trubing hop diéu tr

- Buige chi dinh phdi hap vi khang sinh thich hop d8 dist Helicobacter pyfori& bénh nhan loét da day
ta trang nhdm gidm tai phat chdng lodt da day t4 tring do Helicobactsr pylori gy ra

CHONG CHI DINH:

- M3n cdm vdi bt ky thanh phn ndo clia thudc.

= Phu nil cd thai, phy nii cho con bi.

TAC DYNG KHONG MONG MUGN (ADR):

Nhin chung, pantoprazol dung nap t6t ¢4 khi diu tri ngdn han va dai han Cac thudc ic ché bom
proton 1dm gidm d6 acid 3 da day. c6 thé ting nguy co nhidm khun dubing tidu héa

* Thudng gdp (ADR>1/100):

- Todn thin: Mat, chdng mat, dau ddu.

- Da: Ban da, may day.

- Tiéu hoa: Kho miéng, bubn non, ndn, ddy hai, dau bung. tdo bén, 1a chay.

- Cokhdp: Dau ca, dau khdp.

* tgdp (1/1000<ADR<1/100):

- Toan than: Suy nhucfc, chodng véng, chéng mét, mat ngi.

- Da: Ngia.

-Gan: Tang enzym gan.

* Hiém pép (ADR<1/1000):

- Todn than: Todt mé hdi, phit ngoai bié n, tinh trang khé chiu, phan vé.

PHO CUC TRUONG

ket hop véi khing sinh d didt Helicobacter pydori v ligu 1 vién x 2 IAn/ngay ké cd nout cao tudi.
QUA LIEU VA XU TRI:

Céc 56 ligu vé qud liéu cla cdc thudc Gc chd bom proton & ngusi con han ché. Cdc di higu va trigy
chiing ciia qud lidu c6 thé 13: nhip tim hei nhanh, gian mach, ngl gd, 10 n, dau thdn kinh, nhin ma,
dau byng, budn ndn va ndn

Xitri qud ligu: Ria da day. ding than hoat, diéu tri tridu chiing va hi trg,

Theo ddi hoat ddng ca tim, huyét dp. NEu ndn kéo dai, phdi theo dai tinh trang nudic va dign gidi.

Do pantoprazol gin manh vdo protein huyét tuang, phung phap thém tach khang logi due thulc.
HAN DUNG: 24 thang k& tif ngay sin xuit.

80C K¥ HUGNG DAN SU DUNG TRUGC KHI DUNG. NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC ST
BAD QUAN NOI KHO, KHONG QUA 30°C, TRANH ANH SANG

THUBC BAN THEO BON

BE XA TAM TAY CUA TRE EM

TIEU CHUAN AP DUNG: TCCS

A CONG TY G PHAN DUGC PHAM TV.PHARM
(T3 27 - vien Bien Phi - P9 - TP Tr2 Vinh - Tinh Tra Vi
TV.PHARM OT: (074) 3753121, Fax: (074) 3740239

Tra Vinh, ngay 21 thang 7 ndm 2014
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