YIRL yu ugkng wen
yaip Bunp eyd 108
Bwpy sjozeidojueq

NO¥3DIN

uop oay) UBg JgnuL Xy

Rx Prescription drug

ULCERON

Pantoprazole 40mg

Powder for solution
for injection
For Intravenous use

&3

Manufacturer by

ANFARM HELLAS S.A
Sximatari Viotias, 32008,
Greece

sodium 42,3mg &
Pantoprazole 40

Hép 1o

panprazdle somg S UEN g1’ CERON

indication, administration,
precautions Dosage:Please
see insert paper

Storage: Store in cool dry
place, below 30 C, protected
from light

Carefully read the accompanying
instructions before use
Keep out of reach of children
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Pantoprazole 40mg
Bt pha dung dich
tiém truy&n tinh mach
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| ANFARM HELLAS S.A
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SEK/Visa No &

5é L sx/Batch Mo
MNSX/Mig date:
HD/Exp date:

| 5Bk Visa Mo
58 L6 ax/Batch No
HNSX ' Mig dale:
HD/Exp dale:

Thanh phén: Mi io
chiraNatri Pantoprazole
42,3mg tweong dirong
Pantoprazole 40mg

Chi djnh, Chéng chi djnh,
céch ding, lidu ding va
céac thong tin khac: Xin doc
t& hudng dan sir dung

Béo quan: Bao quan noi khd
mat, nhiét 46 duéi 30 C,
tranh 4nh séng
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HUONG DAN SU DUNG THUOC

Ry Thuéc ban theo don

Dé thubc tranh xa tim tay tré

Doc ky huong déin sit dung trwce khi dung

Néu cén thém théng tin, xin héi y kién ciia bdc sy.

BOT PHA TIEM TRUYEN

ULCERON

(Pantoprazol 40 mg)

THANH PHAN
M3&i lo bdt pha tiém chira:

Hoat chdr:  Pantoprazol natri 42,3 mgtuong duong véi Pantoprazol 40 mg
DUQC LUC HQC

Pantoprazol 13 mét din chit cia benzamidazol c6 tac ddéng e ché bai tiét acid
hydroclorid da day bing cach tic ché chon loc bom proton clia céc té bao vién thanh da
day.

Pantoprazol dugc chuyen hoa thanh dang c6 hoat tinh trong moi trudng acid tai céc té
bao vién thanh da day dé gay tac dong tc ché men H', K*-ATPase, budc cudi cung san
sinh acid hydroclorid trong da day. Su rc ché phu thuoc lidu dung va tac dong ddng thoi
1én ca qua trinh bai tict co ban va tdng san sinh cua acid hydroclorid. Ciing nhw céc chat
ttc ché bom proton va trc ché thu thé H, khéc, diu trj véi pantoprazol c6 thé gay giam
d6 acid da day, do d6 lam tang ndng d6 gastrin ty 1& theo ndng d¢ acid bi giam.

Su tang ndng d6 gastrin mang tinh chét thuan nghich. Do pantoprazol gin két enzym &
vi tri xa thu thé & & bio vién, c6 thé gay tac dong riéng biét t6i viéc bai tiét acid
hydroclorid bang cach kich thich céc chat khac (nhu acetylcholin, histamin, gastrin).

DUQC PONG HQC
Sinh kha dung duong tiém cia ULCERON la 100%.
- Duge dong hoc chung:

Thé tich phéan bo vao khoang 0,15 I/kg va hé s6 thanh thai vao khoang 0,1 1/gio/kg. Thoi
gian ban thai cudi cung khoang 1 gio. Trong mét s6 trudng hop c6 hién tugng thude thai
trir cham.

Do tac dong chon loc cla pantoprazol tai céc té bao bia, nira doi thai trir ciia thube
khong tuong quan voi kha nang kéo dai thém tac dong cia thuodc (tac dong te ché bai
tiét acid).

Duoc déng hoc cua thude khong thay d6i khi didu tri don liéu hodic didu tri nhéc lai.

Trong khoang lidu dleu tri tr 10 dén 80 mg, déng hoc trong huyét twong cua
pantoprazol gan nhu tuyén tinh ca sau khi ubng va diéu tri dudng tinh mach.

Ty 1¢ pantoprazol két hop véi protein huyét thanh vao khoang 98%. Thube duge chuyén
héa gan nhu hoan toan qua gan. Pudng thai trlr chit yéu clia pantoprazol 2 thai trlr qua
than (khoang 80%), phén con lai thai trir qua phén. Dang chuyén hoéa chinh ca trong
huyet thanh va trong dudng tiét ni¢u la desmethylpantoprazol thong qua con dudng lién
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két v&i sulphat. Thoi gian ban thai cta dang chuyén héa chinh (vao khoang 1,5 gio)
khéng dai hon so voi thoi gian ban thai cha pantoprazol.

- Tinh chit dwge ddng hoc trén cac bénh nhan/nhém bénh nhin djc biét:

Khéng c6 yéu ciu giam liu trén cac bénh nhén can theo dai chirc nang than (bao gdm
¢4 bénh nhéan phai thdm tach mau). Ciing nhu trén cdc bénh nhén binh thuéng khac, tha
gian ban thai clia pantoprazol ngén.

Chi ¢6 mét luong rat nhé pantoprazol duoce thz:}m tach. Méac du dang chuyén héa chinh
cha pantoprazol c6 thdi gian ban thai tuong doi chém (2 dén 3 gid), qua trinh bai tiét
van dién ra nhanh va khéng thay hién tugng tich luy.

Tuy nhién trén céc bénh nhdn xo gan (loai A va loai B theo hé théng phén loai Child),
gi tri thoi gian ban thai ndm trong khoang tir 7 dén 9 gidr va gid tri dién tich dudi dudng
cong tang 1én theo cip s& 5-7, nbng dod 161 da trong huyét thanh ciing chi ting 1én theo
hé sb 1,5 khi so voi ngudi tinh nguyén khoe manh.

C6 sy ting nhe vé gia tri dién tich duéi duong cong va ndng d6 ti da trén ngudi tinh
nguyén lom tudi khi so véi doi chimg it tudi hon song khong ¢é lién quan vé mit lam
sang.

CHI PINH

ULCERON duoc dung dé diéu tri:

- Trao nguoc dich da day - thue quan.

- Loét da day - td trang.

- Du phong loét da day, ta tring do ding thude chdng viém khéng steroid.
- Héi chirng Zollinger - Ellison.

CHONG CHI PINH

Khong ding ULCERON cho bénh nhén ¢6 tién sir man cam véi bit k¥ thanh phén nao
cua thudec.

LIEU LUQNG VA CACH DUNG

Chi tiém khi khong udng duoc, chi ¢6 dir ligu 1&m sang cta pantoprazol dudng tiém khi
ding trong vong 7 ngay, cn chuyén ngay sang dudng udng khi c6 thé.

Liéu lwgng:

Loét da day - td trang, trao nguoc da day - thuc qudn: ding lidu 40 mg/ngdy, tiém tinh
mach trong théi gian it nhét 2 phat hodc truyén tinh mach trong vong 15 phut.

Hoi ching Zollinger-Ellison (va cdc trudng hop ting tiét acid khac): Bat diu véi lidu
80 mg (co thé diing 160 mg néu cin kiém so4t acid nhanh), sau 46 moi ngay mot lan 80
mg, diéu chinh theo dp img cua ngudi bénh, lidu t6i da 240 mg/ngay. Néu lidu hang
ngay 16n hon 80 mg thi chia lam 2 14n trong ngay.

Bénh nhdn suy thdn: Khéng cén diéu chinh lidu cho bénh nhén suy than.

Bénh nhan suy gan ndng: Phai giam liéu hogic ding cach ngdy. Lidu t&i da mbi ngay la
20 mg hogc hai ngay ding mét 14n 40 mg.

Tré em: DO an toan v hiéu qua ctia thude khi sir dung cho tré em chua duge xéc dinh.
Cich sir dung:

Tiém tinh mach: Dung dich ULCERON nén dugc tiém tinh mach chim. Pha ché dung
dich tiém bing cach bom 10 ml nude cit pha tiém trong éng dung méi dinh kém vao Io

N

_—



dung bt pha ti€ém. Sau khi hoa tan, nén tiém tinh mach cham trong thoi glan it nhat 2,5
phiit véi the d6 tdi da 4 ml/phit. Si dung dung dich dé pha trong vong 6 gitr véi digu
ki¢n bao quan trong lo ban diu, dé noi mat. Khéng dung néu dung dich c¢6 chua tap co
hoc quan sat duge bang mat thuong.

Truyén finh mach: Dé truyén tinh mach, hoa tan 1 lo bgt pha tiém véi 10 ml nuée cht
pha tiém v6 khuan d& c6 10 ml dung dich ¢6 nong do Pantoprazol xap xi 4 mg/ml. Tiép
theo cho 10 ml dung dich vira pha ¢6 nng d Pantoprazol xap xi 4 mg/ml véo 90 ml
dung dich Natri clorid 0,9% ho#c 90 m} dung dich Dextrose 5% dé ¢6 100 m} dung dich
¢6 ndng d6 Pantoprazol xép xi 0,4 mg/ml. Truyén tinh mach dung dich thu dugc trong
thiri gian 15 phat. Khong pha loging dung dich dén ndng d¢ dudi 0,4 mg/ml dé tranh 6
két tia. Str dung dich truyén Pantoprazol trong vong 6 gid ké tir khi pha va hity bo phin
dung dich cdn thira. Khéng truyén chung dich chuyén pantoprazol vai cac thude/dung
dich khac.

TAC DUNG KHONG MONG MUON

Thuong gap, ADR > 1/100: Mét, chéng mit, dau dau, ban da, may day, khé miéng,
bubn nén, ndén, diy hoi, dau bung, tdo bon, ia chay, dau co, dau khép.

It gap, 171000 < ADR < 1/100: Suy nhuge, choang véng, chong mit, mét ngil, ngira,
tdng men gan.

Hiém &dp, ADR < 1/1000: Todt md hoi, phil ngoai bién, tinh trang khé chiu, phan vé,
ban dat sén, trung cd, rung téc, viém da troc vay, phu mach, hong ban da dang, viém
miéng, ¢ hoi, r6i loan tiéu héa, nhin mo, chung s dnh sang, mét ngi, ngd g4, tinh trang
kich dong hodc trc ché, U tai, run, nham 14n, ao gide, dj cam; Mau: tang bach cau wa
acid, mét bach cdu hat, giam bach céu, giam tiéu ciu; liét duong, bét lyc & nam o161, dai
mau, viém than k&, viém gan, vang da, bénh nfo & ngudi suy gan, tdng triglycerid, gidm
natri mau.

Théng bdo ngay cho bdc sp nhitng tdc dung khing mong mudn gip phéai khi diing
thubc.

THAN TRONG

Tru6e khi cho ngudi bi loét da day dung pantoprazol, phai loai trir kha ning bi u &c tinh
(thudc co thé che lap cac triéu chitg, do do lam mudn chan dodn).

Can than trong khi dimg pantoprazol & ngudi bi bénh gan (cdp, man hoic ¢6 tién su).
Néng elo; trong huyét thanh cta thude ¢ thé ting nhe va gidm nhe dao thai; nhung
khéng can didu chinh lidu. Tranh dung khi bi xo gan, hodc suy gan nang. Néu ding,
phai giam lidu hodc cho cdch ! ngay 1 lan. Phai theo d5i chire nang gan déu din.

Diing thén trong & ngudi suy thin, ngudi cao tudi.

Dung thén trong cac thuéc duge hap thu phu thudc vao pH da day nhur ketoconazol, este
ampicillin, atazanavir, mubi sét, erlotinib va mycophenolat mofetil (MMF): Pantoprazol
co thé lam giam su hap thu cua cdc thude nay.

Acid da day giam do bat k¥ nguyén nhan nao — bao gdm céc chét tc ché bom proton —
lam tang luong vi khudn hién dién trong cac dudng tidu hoa. Bidu tri véi thube glam
acid ¢6 thé ting nguy co nhidm tring dudng tiéu héa nhu salmonella, campylobacter va
clostridium diphcile,

Stt dung thude tzc ché bom proton (PPIs) kéo dai trong céc bénh trao ngugce da day thuc
quan, viém loét da day, rudt non, viém thuc quan co thé lam ha magie huyét. Céc bac st
nén kiém tra magie huyét truée khi bit du cho bénh nhan sir dung PPIs kéo dai ( ti 1
nam tré 1én) hogic trong trudmg hop két hop PPIs vdi edc thude khdc gy ha magie huyét
nhu: diuretic, digoxin. Déi vi bénh nhan dang ubng digoxin, ha magie huyét c6 kha
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ning lam ting tidc dung phu nghiém trong bao gom co cung, run, co gidt, co cac khop
xuong, gdy xwong, run nhi, nhip nhanh trén that khoang QT bat thu‘cmg va c6 thé gy
ha canxi huyét vi ha magie huyét 1am giam tiét hocmon tuyén cén giép.

TUONG TAC THUOC

Thudc khac khang retrovirus: Khong nén sur dung dbng thoi atazanavir hodc nelfinavir
véi thuoc pantoprazol vi s& giam déang ké nong d6 atazanavir hoic nelfinavir trong
huyét tuong va c6 thé din dén mét hidu qua ctia cac thudc nay.

Methotrexate: Dung dong thoi pantoprazol va methotrexat (chu yéu & liéu cao) c6 thé
lam tang va kéo dai ndng dd methotrexat va / hodc chit chuyén héa cta né la
hydroxymethotrexat.

Méc du Pantoprazol bi chuyén héa qua hé enzym cytochrom P4so & gan, nhung khong
gdy tc ché hoic cam tng hoat tinh hé enzym nay. Khong thdy c6 su tuong tac c6 y
nghia 14m sang nio dang chu y vé twong tic gifta pantoprazol va céc thubc ding thong
thuong nhu diazepam, phenytoin, nifedipin, theophylin, digoxin, warfarin hodc thubc
tranh thai dudng udng.

Glong nhu céc thubc trc ché bom proton khéc, pantoprazol ¢6 thé lam giam hép thu mot
s6 thudc ma sy hip thu cia ching phu thudc vao pH da diy nhu ketoconazol,
itraconazol. Dau co ning va dau xuong c6 thé xay ra khi ding methotrexat cing voi
pantoprazol.

SU DUNG CHO PHU NU €O THAI VA CHO CON BU

Thoi ky mang thai:

Chua c6 nghién ciru ddy du khi ding pantoprazol & nguoi trong thoi ky mang thai.

Céc nghién ciu trén dong vat da ching minh pantoprazol qua dugc hang rao nhau thai,

tuy nhién chua quan sat thdy tac dung giy quai thal Céc lidu 15 mg/kg lam cham phat
trién xwong & thai. Chi diing pantoprazol khi that cAn thiét trong thoi ky mang thai.

Thoi ky cho con bi:

Chua biét pantoprazol c6 bai tiét _vao sita nguoi hay khéng. Tuy nhién, pantoprazol va
cac chit chuyén hoa cia no bai tiét vao sita chudt cdng. Dua trén tiém nang gay ung thu
& chudt cia pantoprazol, can cin nhic khi ngimg cho con b hay ngimg thude, tiy theo
loi ich ctia pantoprazol voi nguoi me.

TAC DUNG CUA THUOC KHI LAI XE VA VAN HANH MAY MOC

Do tac dung phu chong mat, dau dAu nén than trong khi l4i xe va van hanh may méc
trong thoi gian dung thudc

SU DUNG QUA LIEU

Cac s6 lidu vé qua liéu cua thudc & ngudi con han ché. Cac diu hiéu qué liu c6 thé la:

nhip tim hoi nhanh, gian mach, ngi ga, 1t 1dn, dau d4u, nhin m&, dau bung, budn nén va
non.

Diéu tri: Khong cé thube giai dic hidu. Do pantoprazol gan manh vao protein huyét
tuong nén khong thé ding phuong phép thdm tach mau dé loai bo thude. Diéu tri qua
liéu bao gom cac bién phép diéu trj triéu chimg va diéu tri hd tro. Theo dai hoat dong
ctia tim, huyét 4p. Néu nén kéo dai, phai theo di tinh trang nuée va dién giai.

QUY CACH PONG GOI
Hop 1 lo bt pha tiém
Hop 10 lo bdt pha tiém
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BAO QUAN
Bao quéan thudc & noi kho mat, nhiét d6 dudi 30°C, tranh 4nh séng.
Dé xa tam tay tré em.
HAN DUNG: 36 thang ké tir ngay san xuit.
TIEU CHUAN CHAT LUQNG: Tiéu chuén co sd.
San xuit béi:
ANFARM HELLAS S.A.
53-57 Perikleous str., Gerakas 15344, Athens, Hy Lap

#¢70. CUC TRUONG
P.TRUONG PHONG
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