BOY TE
CUC QUAN LY DUGC

DA PHE DUYET

Lan dﬁu:.ﬁi’.,{&../ﬁﬁ/ﬁ
wr

g

2. Nhin trung gian:
a). Nhian hop 3 vi x 10 vién nén bao phim tan trong rudt

R THUAC BAN THEQ BON
X' PRESCRIPTION ONLY @t

PANTOPRAZOL 40 mg DOMESCO

Pantoprazol natri tuong duong Pantoprazol 40 mg

Pantoprazole sodium equivaient to Pantoparzole 40 mg F]

3 vix 10 vién nén bao phim tan trong rudt
GMP-WHO 3 blisters x 10 gastro-resistant coated tablets

PANTOPRAZOL 40 mg

THANH PHAN: M8 vién nén bao phim tan trong rudt chia: ~ CHI BINH, LIEU LUONG & CACH DUNG, CHONG CHI BINH,
- Pantoprazol natri tuong duong Pantoprazol ......... 40mg  TUONG TAC THUOC, TAC DUNG KHONG MONG MUGN VA
- Té dugc _viiadi  NHUNG BIEU CAN LUU Y: Xin doc trong 1o hubng din sir dyng.
BAO QUAN: Nai kho, nhigt 49 dusi 30 °C, tranh anh séng.
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COMPOSITION: Each gastro-resistant coated tablet contains: ~ INDICATIONS, DOSAGE AND ADMINISTRATION,
- Pantoprazole sodium equivalent to Pantoprazole ...... 40 mg  CONTRAINDICATIONS, INTERACTIONS, SIDE EFFECTS
= EXCIPIBALS +.eoccviiinisissnsressis st s.qf.  AND OTHER PRECAUTIONS: Read the package insert.
STORAGE: Store in a dry place, below 30 °C, protect from light.




BIOPERLLL

b). Nhin hép 2 vi x 7 vién nén bao phim tan trong rudt

’7? THUC BAN THEO DON

X' PRESCRIPTION ONLY

GMP-WHO

PANTOPRAZOL 40 mg

Pantoprazol natri tuong duong Pantoprazol 40 mg

Pantoprazole sodium equivalent to Pantoparzole 40 mg F] '

DOMESCO

2vi x 7 vién nén bao phim tan trong rudt
2 blisters x 7 gastro-resistant coated tablets

PANTOPRAZOL 40 mg

THANH PHAN: MBi vign nén bao phim tan trong rudt chila:
- Pantoprazol natri tudng dudng Pantoprazol
STEAUIE oo vira di
BAO QUAN: Noi kho, nhigt 89 dugi 30 °C, trénh 4nh sdng.

chi BINH, LIEU LUING & CACH DUNG, CHONG cHl BINK,
TUONG TAC THUOC, TAC DUNG KHONG MONG MUDN VA
NHONG BIEU CAN LUU ¥: Xin do¢ trong t huing d¥in st dung.

deOH- Bwxs Aedy
VNS o 98

(=]

£

g g

3 8 5 &
ld z5 W

N 2 &5 .

-] & 22 C

o o= 88 B
=T '.Ela =

o] L= EE o

p g€ 32 °

E W=

.

e 8 Sa s
: g gEsfag
= E= woEEES
g 5% ~::802 (3
P32 $:788g |28
g &y g85-= £3
B 358 s=38Bg |ED
T
3 EE '-EEE"; ES
& &Y Egiggg =
'é" 35:\.‘594__ @
g 53 ESSss5E
T ¢ B823E:g
S L
F B ga%324

COMPOSITION: Each gastro-resistant coated tablet contains:
- Pantoprazole sedium equivalent to Pantoprazole ...... 40 mg
= EXCIDIBMS oo s.gf.
STORAGE: Store in a dry place, below 30 °C, protect from light.

INDICATIONS, DOSAGE AND ADMINISTRATION,
CONTRAINDICATIONS, INTERACTIONS, SIDE EFFECTS
AND DTHER PRECAUTIONS: Read the package insert.
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COPHAN _ \
XUAT NHAP KHAU

¢). Nhan hop 1 vix 14 vién nén bao phim tan trong rudt

STORAGE: Store in a dry place, below 30 °C, protect from light.

R THUOC BAN THEO DOV b
X' PRESCRIPTION ONLY S
o
DOMESCO ¥
it s .|
Pantoprazol natri tuong duong Pantoprazol 40 mg é
Pantoprazole sodium equivalent to Pantoparzole 40 mg 8
1vix 14 vién nén bao phim tan trong ruft <
GMP-WHO 1 blister x 14 gastro-resistant coated tablets e
THANH PHAN: M3i vién nén bao phim tan trong rut chisa: CHI BINH, LIEU LUJNG & CACH DUNG, CHONG CHI DINH,
- Pantoprazol natri tuong duong Pantoprazol ................... 40mg  TUONG TAC THUGC, TAC DYNG KHONG MONG MUGN VA
- Té duge viadi NHUNG BIEU GAN LUU Y: Xin doc trong té huding din sif dyng.
BAO QUAN: Noi kho, nhigt 0 dusi 30 °C, trénh 4nh séng.
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COMPOSITION: Each gastro-resistant coated tablet contains: INDICATIONS, DOSAGE AND ADMINISTRATION,
- Pantoprazole sodium equivalent to Pantoprazole ............... 40mg  CONTRAINDICATIONS, INTERACTIONS, SIDE EFFECTS AND
- Exciplents ........c...ccc... <o $.0.5 OTHER PRECAUTIONS: Read the package insert.
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Nhin hp 10 vi x 14 vién nén bao phim tan trong rugt

Ry

THUGC BAN THEO DON

DOMESCO

PANTOPRAZOL 40 mg

Pantoprazol natri tudng dugng Pantoprazol 40 mg

rd

GMP-WHO 10 vIx 14 vién nén bao phim tan trong rudt

PANTOPRAZOL 40 mg

}

«

DOMESCO

THANH PHAN: MBi vien nén bao phim tan trong rudt cha:
- Pantoprazol natri tudng duong Pantoprazol ... .
~TA AU e B Y
Chi BINH, LIEU LUONG & CACH DONG, CHONG CHI BINH, TUONG TAC THUOC, TAC DUNG KHONG MONG MUON VA
NHONG BIEU CAN LUU Y- Xin doc trong th huing din st dung.

BAO QUAN: Nai khd, nhiet d6 dusi 30 °C. trénh dnh séng.

BBK: s 9E XA TAM TAY TRE EM
TIEU CHUAN AP DUNG: TCCS BOC K¥ HUONG DAN SU DUNG TRUOG KHI DUNG
CONG TY c8 PHAN XUKT NHAP KU ¥ TE DOMESCO

66 0ulc 19 30, P. My Pha, TP. Cao L&nh, Bdng Thap i T vifn khich hing
(Bat ching nh3n IS0 9001 2008 & ISOAEC 17025: 2005) 087.3851650

RX PRESCRIPTION ONLY .

DOMESCO

PANTOPRAZOL 40 mg

Pantoprazole sodium equivalent to Pantoparzole 40 mg

GMP-WHO 10 blisters x 14 gastro-resistant coated tablets

COMPOSITION: Each astro-resistant coated tablet contains:

- Pantoprazole sodium equivalent to Pantoprazole ............ : R e R 40mg
- Excipients ... T — A e e S sqf,
INDICATIONS, DOSAGE AND ADMINISTRATION, CONTRAINDICATIONS, INTERACTIONS, SIDE EFFECTS AND OTHER
PRECAUTIONS: Read the package insert

STORAGE: Store in a dry place, below 30 °C, protect from light

REGISTRATION NUMBER: ...
MANUFACTURER'S SPECIFICATION

KEEF OUT OF REACH OF CHILDREN
READ CARERULLY THE PACKAGE INSERT BEFDRE USE

DOMESCO MEDICAL IMPORT EXPORT JOINT-STOCK CORP,
66 National road 30, My Phu Ward, Cao Lanh City, Dong Thap Province
{Achieved IS0 9001: 2008 & ISO/IEC 17025: 2005 certifications)



INDICATIONS, DOSAGE AND ADMINISTRATION, CONTRAINDICATIONS, INTERACTIONS, SIDE EFFECTS AND
OTHER PRECAUTIONS: Read the package insert.
STORAGE: Store in a dry place, below 30 °C, protect from light.

KEEP DUT OF REACH OF CHILDREN
READ CAREFULLY THE PACKAGE INSERT BEFORE USE

REGISTRATION NUMBER: ............
MANUFACTURER'S SPECIFICATION

DOMESCO MEDICAL IMPORT EXPORT JOINT-STOCK CORP.
66 National road 30, My Phu Ward, Caa Lanh City, Dong Thap Province
(Achieved IS0 9001: 2008 & ISOAEC 17025: 2005 certifications)
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X THUBC BAN THEO BON 5
DOMESCO -l
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L 40 mg N ;
%
Pantoprazol natri tuang duong Pantoprazol 40 mg E @ 2
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X
GMP-WHO 10 v x 10 vién nén bao phim tan trong rudt
~7 THANH PHAN: M3i vién nén bao phim tan trong rudt chia:
- Pantoprazol natri tuong duong Pantoprazol .. 40mg
L vija di
Chl BINH, LIEU LUGNG & CACH DUNG, CHONG CHI BINH, TUONG TAG THUOE, TAC DUNG KHONG MONG MUGN
VA NHONG BIEU CAN LUU Y': Xin doc trong t hudng ddn sif dyng.
BAO QUAN: Not kho, nhiét 40 dusi 30 °C, trénh &nh séng.
SBK: oo BE XA TAM TAY TRE EM
TIEU CHUAN AP DUNG: TCCS BOC KY HUGNG DAN SU' DUNG TRUGC KHI DUNG
CONG TY cf PHN XUKT NHAP KHAU Y TE DOMESCD
66 Qudic 19 30, P. My Phii, TP, Cao Lanh, Béng Thép Tuf viin khdich hing
(Bat ching nhdn IS0 9001; 2008 & ISONEC 17025; 2005) 067.3851950
= g |
§ : § RX PRESCRIPTION ONLY
1 g Q;
DOMESCO
Pantoprazole sodium equivalent to Pantoparzole 40 mg _/
I~ IL_]
GMP-WHO 10 biisters x 10 gastro-resistant coated tablets
COMPOSITION: Each gastro-resistant coated tablet contains:
- Pantoprazole sodium equivalent to Pantoprazole ......................... 40mg
~EXCIPIBNLS ..o imirniieminnsiins e eesssesssessesssrenresssrtases sqf.
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TP. Cao Lanh, ngay thang nam
PEQ-TONG GIAMPOC .
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TO HUONG DAN SU DUNG THUOC

Rx )
Thuoc ban theo don

PANTOPRAZOL 40 mg

THANH PHAN: MGi vién nén bao phim tan trong rugt chira:

- Pantoprazol natri tuong duong Pantoprazol...................ooi 40 mg

-T4 dugc: Mannitol, Povidon K30, Natri carbonat, Natri croscarmellose, Magnesi stearat, Colloidal
silicon dioxid A200, Eudragit L100, Triethyl citrat, Talc, Titan dioxid, Mau Tartrazin lake, Mau
Sicovit red.

DANG BAO CHE: Vién nén bao phim tan trong rudt, dung uéng.

QUY CACH PONG GOI:

-Hop 1 vi, mbi vi 14 vién.

- Hop 2 vi, mdi vi 7 vién.

- Hop 3 vi, mbi vi 10 vién.

- Hop 10 vi, mdi vi 10 vién.

- Hop 10 vi, mdi vi 14 vién.

CHIi PINH:

- Loét da day, ta trang.

- Trao ngugc da day - thuc quan.

- Du phong loét da day, ta trang do dung thude chdng viém khong steroid.
- Céc tinh trang tang tiét acid bénh ly nhu hgi chimg Zollinger-Ellison.
LIEU LUQONG VA CACH DUNG:

Dung ubng /C j/l/-/ [
* Cach dung

- Ubng mdi ngay mdt 1an vao budi sang, truée hodc sau bira an. Co thé udng cing thudc khang acid
khac.

- Ubng nguyén vién, khong dugc bé, nhai hodic 1am vé vién thude. Phai tuan thi dy di ca dot diéu
tri.

* Liéu dung:

- Trao nguoc da day — thuc quan: 20 — 40 mg, 1 lan/ngay vao budi sang trong 4 tuan c6 thé tang
toi 8 tuan khi can thlet C6 thé kéo dai dot diéu tri t&i 16 tuan & nhitng ngudi co vét loét thue quan
khong lién sau 8 tuan diéu tri. Diéu tri duy tri: 20 — 40 mg mdi ngay. .
- Loét da day lanh tinh: 40 mg/ngay, trong 4 den 8 tudn. '
- Loét td trang: 40 mg/ngay, trong 2 dén 4 tuan

- Pé tiét trir Helicobacter pylori, can ph01 hop pantoprazol véi 2 khang sinh trong ché do didu tri 9
dung 3 thudc trong 1 tudn theo phac a6: Pantoprazol 40 mg, ngay 2 lan (budi sang va tbi) \
- biéu tri du phong loét dudng tiéu hoa do dung thude chong viém khong steroid: 20 mg/ngay. }

- Hpi chimg Zo!hnger-Elhson (tang tiét acid bénh ly) : Liéu bat dau 80 mg/ngay, sau do diéu chinh 4
theo dap ung cua nguoi bénh (nguoi lom tudi lidu t6i da 40 mg/ngay). Co thé tang liéu dén 240 mg
mdi - ngay. Néu liéu hang ngay 16m hon 80 mg thi chia lam 2 lan trong ngay. R
- P6i voi ngudi suy gan nang: Phai giam lidu hoac dung cach ngay. Liéu t6i da mdi ngay la 20 mg s
hodc 2 ngay dung 1 l4n 40 mg.
- Bbi voi nguoi suy than: Thuong khong cén diéu chinh liéu.
- Tré em: Dd an toan cua pantoprazol & tré em chua xac dinh.
CHONG CHI PINH:

- Qua mén voi bat ky thanh phin cua thudc hoac dan xuét benzimidazol khac (nhu esomeprazol,
lansoprazol, omeprazol, rabeprazol).
THAN TRONG KHI SU DUNG:
- Khi dimg thubc dot ngot, co thé gy hoi chimg tang tiét acid trd lai (rebound).
- Trude khi dung pantoprazol, phai loai trir kha nang ung thu da day vi thude 6 thé che lap triéu
chirng hoéc lam cham chén doan ung thu.




- Than trong khi dung pantoprazol ¢ ngudi bénh gan cap va man tinh hodc c6 tién st bq:nh gan.
Nong d6 huyét thanh cua thudc ¢6 thé tang nhe hoac giam nhe dao thai, nhung khéng can chinh
liéu.

- Phai giam lidu hodc ding cach ngay cho bénh nhén bi xo gan hodc suy gan ndng va theo ddi chirc
nang gan déu dan.

- Than trong & ngudi suy than, ngudi cao tudi.

PHU NU CO THAI VA CHO CON BU:

* Phu nit co thai:

- Chura c6 nghién ctru day du khi dung pantoprazol & phu nit mang thai.

- Céc nghién ctru trén dong vat da chung minh pantoprazol qua duogc hang rao nhau thai, tuy nhién
chwa quan sét thiy tac dung gay quai thai. Céc liéu 15 mg/kg 1am cham phat trién xuong & thai. Chi
dung pantoprazol khi that can thiét trong thoi ky mang thai.

* Phu nit cho con bu:

- Chua biét pantoprazol ¢6 bai tiét vao sita nguorl hay khong. Tuy nhién, pantoprazol va cac chat
chuyen héa cua né bai tiét vao sira chudt cong. Dyua trén tiém ning giy ung thu ¢ chudt cua
pantoprazol, can cin nhic ngimg cho con bu hay ngimg thudc, tuy theo lgi ich cua pantoprazol véi
nguoi me.

ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC:

Thudc c6 thé giy chong mit va dau dau. Thén trong khi l4i xe va van hanh may méc.

TUONG TAC VOI CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC:

- Pantoprazol 1am giam hap thu cta mét s6 thude c6 sy hap thu phu thude vao pH da day nhu :
ketoconazol, itraconazol.

- Pantoprazol dugc chuyén hoa & gan nhor hé enzym cytochrom Pyso, nhung khong gay trc ché hoac
cam ung hoat tinh hé enzym nay. Tuy nhién & lam sang chua thiy tuong tic dang ké giira
pantoprazol va diazepam, digoxin, nifedipin, phenytoin, theophyllin, warfarin hodc cac thudc tranh
thai duong udng.

- Pau co néng va dau xuong co thé xay ra khi ding pantoprazol cing v6i methotrexat.

TAC DUNG KHONG MONG MUON

Nhin chung, pantoprazol dung nap t6t ca khi diéu tri ngan han va dai han. Cac thudc e ché bom ==

proton lam giam dé acid & da day, ¢6 thé ting nguy co nhiém khuan duong tiéu héa. pAS03p;
Thuong gap, ADR > 1/100 NG T}'."
Toan than: Mét, chéng mit, dau dau. ::‘:“m
Da: Ban da, may day. i : Y
Tiéu héa: Khd miéng, budn nén, ndn, ddy hoi, dau bung, tio bon, tiéu chay. I~ HOMESC
Co khép: Dau co, dau khop. /f, e 3—7%
It gap, 1/1000 < ADR < 1/100 el D
Toan than: Suy nhuoc, choang vang, chong mit, mat ngu. N
Da: Ngura.

Gan: Tang enzym gan. -
Hiém gap, ADR < 1/1000 |
Toan than: Toat md hdi, phi ngoai bién, tinh trang khé chiu, phan vé. K
Da: Ban sat dan, trimg c4, rung toc, viém da troc vay, phit mach, hdng ban da dang. j

Tiéu héa: Viém miéng, ¢ hoi, ri loan tiéu héa.

Mit: Nhin mo, ching so 4nh sang.

Thén kinh: Mét ngu, ngu ga, klch dong hoac {rc ché, 1 tai, run, nham lan ao giac, di cam.
Mau: Téng bach cau wa acid, mat bach cdu hat, giam bach céu, giam tiéu cau.

Nbi tiét: Liét duong, bét luc & nam gidi.

Tiét niéu: Tiéu mau, viém than ké.

Gan: Viém gan, vang da, bénh ndo & nguoi suy gan, tang triglyceride.

Réi loan ion: Giam natri méu.

Théng bao cho Bac si nhimg tdc dung khong mong muén gap phai khi sir dung thudc.

Huéng din cich xir tri ADR




Pantoprazol thuong dung nap t6t. Dau bung, tiéu chay, nhirc dau, mét méi thuong het khi tiép tuc
diéu tri, rat it khi phai ngimg thude. Cén phai theo doi cac tri¢u chimg nhu nhin mo, trAm cam, viém
da..., tidu ra mau, phat ban, liét duong...Néu kéo dai phai ngimg thudc hodic chuyén sang thudc
khéc.

QUA LIEU VA CACH XU TRi:

- Trigu ching qua lidu c6 thé 1a: Nhip tim hoi nhanh, gian mach, ngi ga, la 13n, dau dau, nhin mo,
dau bung, budn ndn, ndn.

- X1t tri: Rira da day, dung than hoat, diéu tri triéu chimg va hd trg. Theo d&i hoat dong cla tim,
huyét 4p. Néu non kéo dai, phai theo doi tinh trang nude va dién giai. Do pantoprazol gin manh vao
protein huyét tuong, phuong phap thdm tich khéng loai dugce thude.

DUQC LUC HOC:

Pantoprazol la thudc e ché bom proton. Thude vao cac ong tiét acid cua té bao thanh da day dé
dugc chuyen thanh chét sulfenamid dang c6 hoat tinh, dang nay lién két khong thuin nghich voi
enzym H'/K" - ATPase (con g01 [a bom proton) ¢6 trén bé mat t& bao thanh da day, gdy wc ché
enzym nay, ngan can budc cudi cling ciia su bai tiét acid vao long da day. Vi vay pantoprazol co tac
dung wrc ché da day tiét acid co ban va ca khi da day bi kich thich do bat ky tac nhén kich thich nao.
Téc dung cua pantoprazol phu thudc vao lidu dung, thoi gian (e ché bai tiét acid dich vi kéo dai hon
24 gio, mic du thoi gian bén thai cua pantoprazol ngén hon nhiéu (0,7 — 1 »9 gi0).

Sau lidu ubng khoi dau 40 mg pantoprazol, bai tiét acid dich vi bi wc ché trung binh 51% sau 2.5
gio. Uong pantoprazol mdi ngay mot 1an 40 mg trong 7 ngay lam giam t6i 85% bai tiét acid da day.
Bai tiét acid da day tré lai binh thuong trong vong 1 tuan sau khi ngung pantoprazol. Ngoai ra,
pantoprazol con c6 thé loai trir Helicobacter pylori & da day ¢ nguoi bi loét ta trang va/hodc viém
thuc quan trao nguoc bi nhidm vi khuan dé. In vitro, pantoprazol lam giam s luong H.pylori gép
hon 4 14n & pH 4.

DUQC DONG HOC:

Pantoprazol hap thu nhanh, dat nong do cao nhat trong mau sau khi udng khoang 2 — 2,5 gio.
Pantoprazol hap thu tét, it bi chuyén hoa budc dau & gan, sinh kha dung dudng uong khoang 77%.
Pantoprazol gén manh vao protein huyét trong (98%), thé tich phén bd & ngudi 16n 1a 0,17 livkg.
Pantoprazol chuyén héa chii yéu & gan nhd h¢ enzym cytochrom Pasp, isoenzym CYP2C19 dé
chuyén thanh desmethylpantoprazol. Mot phin nho duge chuyén hoa boi CYP3A4, CYP2D6,
CYP2C9. O mot sO nguoi thiéu hut hé thong enzym CYP2C19 do di truyen lam cham chuyén hoa
pantoprazol, dan dén ndng do thudce trong huyét twong c6 thé ting cao gép 5 lan so v&i ngudi ¢6 du
enzym. Thoi gian ban thai cua pantoprazol la 0,7 - 1,9 gio, kéo dai & nguoi suy gan, Xo gan (3 - 6
gio) hodc nguoi chuyén hoa thude cham do di truyén (3,5 — 10 gidy). Céc chét chuyén hoa thai
chu yéu qua than (khoang 80%), 18% qua mat vao phan. |
BAO QUAN Noi kho, nhi¢t d§ dudi 30 °C, tranh dnh sang.

HAN DUNG: 24 thang ké tir ngay san xuat. /(/U/' /
THUOC NAY CHI DUNG THEO PON CUA BAC SL.

bOC KY HUONG DAN SU DUNG TRU'GC KHI DUNG.

NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SI.

PE XA TAM TAY TRE EM.

NHA SAN XUAT VA PHAN PHOI

CONG TY CO PHAN XUAT NHAP KHAU Y TE DOMESCO

Dia chi: 66 - Quéc 16 30 — Phuong My Phu — TP Cao Lanh — Déng Thap
DPién thoai: 067. 3851950

anbhagay 22 théng Off nﬁm 015
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TUQ CUC TRUONG : 4
P.TRI NG PHONG Trian Thanh Phong
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