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Rx thubc béan theo don

PANTOLOC® 40 mg

Thanh phén

1 vign baa {an trong rudt chira;

Hoat chit: Pantoprazol sodium sesquihydrate 45, 1mg
(lrerng duomg vévi Pantoprazol 40,0 mg)

Ta duge: Sodium carbonat, D-mannitol; crespovidon;
povidon K 90; povidon K 25; calcium stearat;
methythydroxypropylcellulose; titanium dioxid (E171),
mau vang ferric oxid (E172), propylene glycol, Eudragit
L 30 D-55 (Methacrylic acid-ethylacrylete-copolymer
(1:1), sodium laurylsuphat; polysorbat 80; triethyl citrat;
mirc in (S-1-16530)

Dang bao ché - Qui cach dong gol
Wign bao tan frong rudt.

Hop 1 vix 7 vién.

Hép 1 vix 14 vin.

Durgee Iy hoc \
Nhém duoe Iy diéu tri: Chét uc chis bom proton.
ATC Code: AD2BCO2

Co chd cdung

Pantoprazal 13 mot chét thay 1hé clia benzimidazol c&
tac dng tre ché bai tiét acid hydroclorid da day bang
cach Ure ché chon lpe bom proton cla cac té bao thanh
de day.

Pantoprazol duwe chuyén hod thanh dang cé hoat tinh
uongmmwammdigimnémmtnhuudﬂya&
géy tac ddng tre ché enzym H°, K*-ATPase, giai doan
cudii cling sdn sinh acid hydroclorid trong da day, Sy
(rc ché phu thugc lidu diing va tac déng déng thei lén
&4 qué irinh bai fiét co ban va Hing sén sinh cla acd
hydroclarid. O hiu hét cda bénh nhan, céc tigu chimg
mét hodn loan trong wang 2 tudn. Clng nhwr céc chét
(rc ché bom proten va (re ché thu thé Hs khic, digu

trj vari pantoprazol oo thé gay giam do acid da day, do
8¢ |am tdng ndng 45 gastrin 1y 18 theo nbng db acid bi
gubm, Sy tang nong do gastnin mang tinh chat thuan
naghich Do pantoprazol gan két enzym & vi trf xa thy
thé & 4 ban mat, oo thit gay o ohé rigng bigt toi visc
bai tiét acid hydroclorid bing cach kich thich céc chit
khac (nhur acetyicholfin, histamin, gastrin). Téc dang
ndy gidng nhau ké cd khi didu trj theo durdmg uéng
hodc dudng finh mach

Cac tri 8b gastrin lic ddi theo pantoprazol, Khi
dung nadin han, frang hu hét inrerg hop cac 1t 54 nay
khéing vurert qua gici han trén cla mire binh thudng
Trong thoi gian ity tri dai han, nbng d8 gastrin ting
gép 48l lrong hiu hét cac trudmg hop. Tuy nhién, sy
1ang qué mirc chi xay ra trong cac trudng hop riéng
ié. Két qua da quan sat thdy tang nha dén trung binh
vé 56 lwong 8 bao nal tibt déc hiéu (ECL) bong da
day & mot s6 it trnrdmg hop trong thi gian didu trj dai
han (don gidn |8 18ng sdn u dang tuyén). Tuy nhign,
theo cac nghién clru d4 duge tién hanh cho dén nay,
=ir hinh thanh cac tidn than carcinoid (téng san khéng
dién hinh) hodc carcnoid da ddy dugpe nhdn thdy trong
cac thir nghiém é& ddng vét chua dugc quan sat thiy
trén ngud|

Khéng thé loal 1rir hodn toan dnh hudng cla viée didu
trj dai han béng pantoprazol qués mét nam trén cc
thang sb nbi tiét coa tuyén gidp theo két qua trong céc
nghién ciru trén Gong vat.

Duge dong hge
— 2 thy

— — Pantoprazol dus hap thu nhanh va dat duc nng
——— 5 cao nhét trong huykt tuong ngay cé sau khi ding
=n10I libu ubng duy nhét 40 mg. Trung binh sau khi ding
=———khodng 2.5 gi&, néng d6 cao nhét rong huyét thanh dat
——— dugc la khodng 2-3 ug/mi va nhing 1 86 nay vin
= khiing thay A6/ sau khi diing nhidu 1an,
Dugre déng hac khéng thay doi sau khi dung liéu duy
nhdt hodic 13p lai Trong pham vi lidu tir 10-80 mg, Adng
hoc clia pantaprazol trong huyét tveng tuyén tinh sau
Khi diing ca duong udng va tigm Tnh mach.
Sinh kha dung tuyét ddi cla vién nén duoc ghil nhan
khodng 77%. Dung cng v thire dn khing anh hirdng
dén AUC, néng d6 cao nhét trong huyét thanh va do do
khdng &nh hudng dén sinh kha dyng. Chi co db bién
thisn vk theri gian tré s& tng 1én do viéc ding déng
thii virl thire din.

Phén bd
Ty I& pantoprazol két hop virl protein huyél thanh vdo
khosing 98%. Thé tich phan b khoang 0,15 Iikg.

Chuyén hoa

Thude diroc chuyén ho gén nhw hoan toan qua gan,
Burirng ehuyén héa chinh 1 khir methyl bai CYPZC19
va sau g6 ign hop vii sulphate, dirdng chuybn hda
khac bac gém su oxy héa bén CYP3A4

nhan oo tidn st qua mAn véi pantoprazal, cac thudc
thufic nhém benzimidazel hodic voi bt ky 14 duoc
nao,

- Panitoprazol, gibng nhu cac chdt (e ché bam proton
khag, khing k&t hop didu 1rj vl atazanavir (xem
phén cnh bao va than trong ddc biét tnrde khi si
dung; phén teeng téc thube va cée dang twong tac
khac)

Phy nir mang thai v& cho con bu

]
M&t dir liéu trung binh trén phy nir mang thai (trong
ftheang 300-1000 phy niF mang thai) cho théy khang
b di'dang hodc doc tinh trén bao thai/so sinh cia
Pantoloc® 40 mg
Cac nghién clru trén dong vat da cho thily doc tinh déi
véi sinh sdn,
Nhu mét bién phap than trang, nén trénh ding
Pantoloc® 40 mg trong qua trinh mang thai.

Ehu nd cha con b
Céc nghign ciu trén dong vt da cho thay pantoprazol
bai tiét vao stra, Knéng du 40 lidu v& sir baj tiét cia
pantoprazol vao stra me nhung sir bai tiét vao stra me
d8 duoc bao cac Khong thé loai trir nguy co d4i vai
tré sor sinhitré nho. Vi vy can quyét dinh nén nglmg
cho con bl hodic ngirng/kiéng didu tri béng Pantoloc®
40 mg, dibu nay nén dya vao lgi Ich cla vie nubdl con
bang stra me va loi ich ctm vige didu tr Pantoloc® 40
mg dbi véi ngudi me.

: il
Khéng et biing ching vé suy gidm kha néng sinh sén
sau khi ding pantoprazol trong nghién clu trén diing
vl

Céanh bao va thin trong dac blét khi s dung

Boc k§ huwdng din sir dyng tridee khi diing thube.
Néu cdn thém thdng tin, xin hol y Kién béc si.
Thubc ndy chi diing theo dom cia béc si.

Suy gan

Cr bénh nhéin bj suy gan nang, ¢an theo dai cac
enzyme gan déu dan trong thei gian didu tij béng
panteprazol, dac bigt la sir dyng dai han. Trong trurdng
horp tng enzyme can. phal ngieng didu tri (xem phiin
ligu Irerng va cach dang).

Bidu trl phdi hop
Trong tardng hop didu tr phél hop. cdn tuén thea tom
tét dac tinh sdn phdm cla riéng ting thubde.

Bénh dg ddy dc tinh

Bap (ng triéu chimng voi pantoprazol cd thé cha lap
céc tribu chimg cua bénh da day ac tinh va lam cham
td chéin doan. Khi cé bat ky tnéu ching cénh béo ndo
{nhu gidm cén 18 rét khéng cé chi ¥, nén 141 dién, kho
nubt, nén mau, thidu mau, phan den) va khi nghl ngér
noac ca biéu hién loét da day. phal tén hanh chén
doan loal ry loét dc tinh,

Can tién hanh thém cée nghlén cira tham kham gé
danh gid nu cac tridu chirg cénh bao trén vn tidp
di€n dis 48 cb dléu trl thich hep

Két hop vai cac thude oo ché HIV protease

Khoéng khuyén cio ding két hyp pantoprazol vé céc
thubc (rc ché protease HIV protease ma khd ndng hép
thu phu thudc vao pH da day nhur atazanavir do lém
gidm dang ké sinh kha dung clia nhimg thube nay
{xem phin Tuwong tie voi cac thube khéic va cac dang
fuerng féc khéc)

Antt burdtng tréin s hllp thu vitamin 812

& bénh nhén bi hdi chirng Zollinger-Ellison vé cac
tinh trang tang tiét bénh ly khac cin phai didu tij t&u
dai, pantoprazol, c0ng nhir t4t ca cac thube trc ché

11t acid khac cé thé lam gidm hap thu vitamin B12

{eyanocobalamin} do gidm acid chiohydria dich v| hoda
thidu acid chichydric dich vl Didu nay nén duge xem
xét & nhiing bénh nhan bj gidm dy irlr elia co thé hodc
cic yiu 16 nguy co l4m gldm hap thu vitamin 812 khi
diu b dai han hode ndu quan sal thdy céc trigu ching
twong Ung trén |am sang.

Bidu trf ddi han

Trong didu trj dil han, d8c bigt 14 khi théi gian didu tri
vugt gua 1 nam, cln phdi giam =&t bénh nhan thudng
xuyén,

Nhilim triing dug tiée hda do vi Khudi

Bidu tr| bang Pantoloc® 40mg cé thé din dén tang nhe
nguy oo nhidm tring dudng tigu héa do céc vi khudn
nhwe Salmonella va Campylobacter hode C. difficile.
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Thei gian ban thai cudi cling khodng 1 gie va d& thanh
thai khodng 0,1 I/h/kg. Trong mét sé trwémg hop ¢4
hién tuong thudc thal trly chdm. Do sy gan két chon
loc clia pantoprazel vao céc bom proton tai céc té bao
thanh, nira d¢i thai tr ciia thude khong tuong quan
v&i kh& ndng kéo dai thém tdc ddng cla thubc (tac
déng Urc ché bai tiét acid).

Cac chat chuyén hoa clia pantoprazol thai trir chi yéu
qua thén (khodng 80%), phan cén lai théi trir qua phan.
Dang chuyén hoa chinh cé trong huyét thanh va trong
nuére tidu la desmethylpantoprazol, chét sé lién hop
véri sulphat Théi gian ban thai cia dang chuyén hoa
chinh (vao khodng 1.5 gitY) khong déi hon so vai thei
gian bén théi cua pantoprazol.

Ngui chuyén hoa kém

Khodng 3% dan sb chau Au thibu enzyme chire ndng
CYP2C19 va duge goi la ngudi chuyén héa kém, &
nhang nguéi ndy sy chuyén hda cia pantoprazol

chil yéu co thé dugre xuc tac bdi CYP3A4. Sau khi
ding mbt liéu don pantoprazol 40 mg, dién tich dudn
dudrng cong nbng db trong huyét tuong theo thai

gian trung binh cao hon khoang 6 14n & ngudi chuyén
héa kém so vai nhiing ngwéi cd enzyme chirc ndng
CYP2C19 (ngwdi chuyén héa binh thuémg). Nong d6
dinh trong huyét tuong tang khodng B0%. Nhiing phét
hién néy khéng ca énh hudng d6i vai liéu lugng cla
pantoprazol.

Bénh nhdn suy thdn

Khéng khuyén céo gidm liéu trén cac bénh nhan suy
chirc ndng than (bao gém ¢ bénh nhan phai thdm tach
mdu). Cling nhu trén ngudi khde manh, thoi gian ban
thai cia pantoprazol ngén. Chi cé mét luong rét nhd
pantoprazol dugc thAm tach, Méc di: dang chuyén hod
chinh cda pantoprazol co théi glan ban thal tuong dbi
cham (2 - 3 gidy), qua trinh bai tiét van din ra nhanh va
khéng théy hién twong tich lug.

Bénh nhan suy gan

Tuy nhién trén cac bénh nhan xo gan (loai A va lcai B
theo h& théng phan loai Child), gia tri thei gian ban thai
tang trong khodng tir 7 dén 8 qidr va gid tr dién tich
dudi duing cong tang Ién theo hé s6 5 -7, nbng && 1di
da trong huyét thanh cing chi ting nhe theo hé 56 1.5
khi so v&i nguoi khoé manh.

Nguod gig

6 sy t8ng hhe vé gid trj dién tich dudi dudng cong va
nbng d& 141 da trén nguéi tinh nguyén ién whi khi so
véi ddi chirng it tudi hon song khéng o6 lign quan vé
mat [am sang.

Tré em

Sau khi diing cac liéu uong duy nhat 20 hodc 40 mg
pantoprazel cho ré em tir 5-16 twéi, AUC and C..,,

nam trong pham vi cac 1r| sé tvong (mg & ngudi 16n
Sau khi tigm finh mach lidu duy nhat 0,8 hadc 1,6 mg/kg
pantoprazol cho tré em tir 2 — 16 tudi, khéng co sy lién
quan dang k& gitra d& thanh thél clia pantoprazol va
tudi hodc can nang. AUC va thé tich phan b phi hop
V& cac dir ligu & ngui lan.

Chi djnh
Ngun lém va thidu nién tir 12 bl trd lén
Vigm thure quén Irdo nguroc

——— Nguwi lém
- i hop hai logi khang sinh thich hop (Xem liéu
- liromg va cach ding) d& diét vi khuan Helicobacter
EENN [ (cri & nhirng b&nh nhan loét da day, nhdm gidm tai
M  phét Icét ta trang va da day do vi khuan ndy gy ra.
——— - loéttétrang
——— - Loétdaday

- Hdi chirng Zollinger-Ellison va céc tinh trang ting

bai tiét bénh Iy,
Chéng chi dinh

- Khang dung Pantoloc® 40 mg phbi hop véi thude
khac dé diét Helicobacter pylori cho nhi¥ng bénh
nh&n bj rdi loan chive ndng gan va than mire do W
trung binh t&i nang, vi hién chuwa oo dii lidu vé hidy
qua va do an toan khi didu tri Pantoloc® 40 mg phéi
hop véi thudc khac cho nhimg bénh nhan nay

- Nhin chung khang ding Pantoloc® 40 mg cha bénh

Giam magie huyé! —
Giam magie huyét néng da duoc bao cdo & nhing
bénh nhén duge didu tr bang cdc thube e ché bom
praton (PPls) nhir pantoprazol trong it nhét ba thang,
vé & hbu hél céc tredng hop trong mét ndm, Triéu
chirng gidm magie huyét nang nhu mét méi, co cimng,
mé séng; co giat, chéng mat va réi loan nhip thét cé thé
¥4y ra nhung nhiing triéu chimg nay cé thé khéi dau
mot cach am thém va bi bd qua. O phén 16n cac bénh
nhan bj dnh hudng, gidm magie huyét duoc cai thién
sau khi b sung magie va ngung sir dyng PPls,

£41 vérl bénh nhan dwgce du kién phai didu tri 1au dai
hoac ding PPls véi digoxin hodc ce thube cé thé gay
ra gidm magie huyét (vi du thube Igi tigu), nhan vién

y t& nén xem xét do nbng dé magie trudc khi bit diu
digu trj PPI va dinh ky trong qua trinh diéu tri,

Géy xuwong

Thube tre ché bom proton, dac bigt 1a néu ding liéu
cao va kéo dai (frén 1 ndm), cé thé lam ting nhe nguy
cor plly xuong héng, cb tay va xuong cot sgng chi
ybu & nguol Ién Wl hodc & bénh nhan cé cac yéu th
nguy cor khac. Nhidu nghién ciru quan sat cho théy cac
thude (rc ché bom proton cé thé lam téng tdng quét
nguy co gy xuong khodng 10-40%. Mét phén ty 1&

gia tang nay cé thé do cac yéu té nguy co khac. Bénh
nhan ¢t nguy co bi lodng xwong nén dugc cham séc
theo huréng dén lam sang hién hanh va cén bé sung
dky 40 vitamin D va canxi.

Lupus ban da ban cép trén da (SCLE)

Thube tc ché bom proton co lign quan dén nhiing
trréing hop hiém bj lupus ban dé ban cép trén da. Néu
xdy ra tén thuong, dac biét 14 & nhiing viing da tiép
xuc viri anh ndng mat tréd, va néu di kém triéu ching
dau khép, bénh nhén nén tim kiém sy tro giup y té kip
thé vé nhan vién y té nén can nhac ngimng st dung
Pantoloc® 40mg. Bénh nhan lupus ban dé ban cAp
trén da sau dot didu I tredre d6 Vi thude (e ché bom
proton o6 thé 1am tang nguy co' méc lupus ban 46 ban
cAp trén da v&i thube e ché bom proton khac,

Anh huéng 18n kha nang 141 xe va van hanh may
moc

Pantoprazol khéng co hodc dnh hudng khang dang ké
/&n kha nang Iai xe hay van hanh may moc,

Cac phan trng khéng mong mudn cda thude nhuw
chéng mat va réi loan thi gidc cé thé xdy ra. Néu bj dnh
hudng, bénh nhan khdng nén 1ai xe hodc van hanh
may moc,

Twong tac voil cac thube khac va cac dang twong
tic khic

Do tac dung ve ché tiét acid da day sau séc va kéo dai,
pantoprazol cd thé dnh hudng dén sir hap thu cla cac
thube cé kha dung duéng ubng phu thuée vao pH da
day, vi du mét sb thube chéng ndm nhém azole nhuw
ketoconazole, itraconazole, posaconazole va thubc
khac nhu edotinib,

Thube fre ché HIV prolease

Khéng khuyén céo ding ddng thdi pantoprazol véi cac
thuée e ché protease HIV ma kha nanged mire hip
thu phuy thudc vao dd pH da day nhur atazanavir do lam
gidm dang k& sinh kha dung ctia nhirng thude nay,
Néu khéng tranh dugc viée két hop cac thube vc

ché HIV protease HIV voi thube G ché bom proton,
khuyén céo theo d&i 1am sang (vi dy: tai lwgng virus)
chit ché. Libu diing cia pantoprazol khéng nén vuot
qua 20mg méi ngay, Co thé ciing cln didu chinh lidu
dung clia thube G ché HIV protease HIV.

Dung déng théi pantoprazol véi warfarin hodic
phenprocoumon khéng dnh hudng dén duge dong
hoe cia warfarin, phenpracouman hodc chi sé INR,
Tuy nhién, da cé bao cdo ve tang INR va théi gian
prothrombin & nhing bé&nh nhén dung déng thoi thuc
tre ché bom proton va warfarin hodc phenprocoumon.
Str gia tAng INR va thoi gian prothrombin cé thé dén
dén chay mau bt thueng, va tham chi tr vong, Bénh
nhan duge digu trj v&i pantoprazol va warfarin hodc
phenpracoumen b thé can duge theo dai mire dé tang
INR va thel gian prothrombin.
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Molholrexsat

D& co bdo cdo v viéc két hop methotrexat liéu cao

(vl du 300mg) v thude (re ché bom proton [dm tang
ning dé methotraxat & mat s& bénh nhan, Vi vay khi
st dung két hop liéu cao methotrexate, vi dy digu tri
ung thu va bénh vy nén, co thé cén cén nhic tam thei
ngung sirdyng pantoprazol,

Cloptdogrel

Ding d&ng thed pantoprazol va clepidogrel trén nhimg
ngurivi khde manh khong gay dnh hudng co § nghia
1am sang trén sir chuyén héa thanh dang c6 hoat tinh
elia clopidogrel hodc tac dung (e ché tidu clu gay

ra bii clopidogrel, Khong cén thiét phal chinh fidu
clopidogrel khi ding véi liéu panioprazol da dugs pha
duyét,

Sucraifat

Kha nang lam chém hap thu va gidm sinh kha dyng
clia céc thube trc ché bom proton {mhur tansoprazal,
omeprazol); ding cac thudc U ché bom proton it nhat
30 pht trurde khi diing sucraifat

Cée nghién gin vé lvang [hc khac

Panteprazel duge chuyén héa manh & gan qua hé
théing enzyme cylochrome P480, Budring chuydn hoa
chinh & khir methyl bdi CYP2C 1§ va cac duding
chuydn hia khae bao ghm sur oxy héa béri CYP3A4.
Cde nghign clru vé twong tac vai nhing thude clng
durac chuyén héa qua eéc con dudng ndy nhu
carbamazepine, diazepam. glibenclamide, nifadipine
v hudie ngira thai dang ufing ohiva levonorgestrel va
ethinyl cestradiol khdng phat hién trong 8¢ nao cd v
nghTa {am sang

Khang thé leal trie twong tae thube cla pantoprazol véi
cée thube hofic hop chit khac duge chuybn hoa bing
cing hé thong enzym.

Két qua tir mal loat cac nghién el vé trong tac
chiyng minh rdng pantoprazel khdng dnh hudng dén
sur chuyén hoa ela cae hoal chilt duge chuyén hba
bl CYP1AZ (nhu calleine, theephyling), CYPZCO
(nhur piraxicam, diclofenac, nagroxen), CYPZD6 (nhu
metoprolol), CYP2E1 (nhw ethanol) hodic khong can irer
sir hdp thu digoxin [1&n quan voi p-glveoprotain,
Khéing cb tuong tae voi cac thube khéng acid diing
ddng the.

Cée nghién edu vb twong tac cling 44 dugo thya
hign bing céch ding dbng thét pantoprazol véi cdc
khing sinh luveng Omg (clarithromyein, metronidazole,
amoxicillin). Khéng tim thiy cac tuong tac cb ¥ nghia

|am s&ng.
Thudc (e ché hodc cam ung CYPZC18:
Thude (e ché CYP2C19 chitng han nhu fuvoxamid cé

thé lam ting phei nhiBm loan than cda pantoprazel. Cé
thé céin nhde gidam libu cho nhiing bénh nhan digu tr|
pantoprazol lau ddl vél liéu cao hodc bl suy gan.

Tae nhan cdm (g enzyme dnh hirdng trén

CYP2C19 va CYP3A4 nhi rifampicin vé St John's
worl (Mypericum perforatum) ci thé lam gidm néng

dé huyét tueng cla cac PPI chuyén hoa qua cac hé
enZyme nay.

Lidu lwgng va cach dang

DUNG BUNG LIEU CHI BINH

Nhirng thiing lin sau day dugc ap dung che Pantaloc®
40 mg trir khi bac sy 6 chi dinh khae, Chn tuén theo
cac chi din nay, ndu khong, thudc & khong dat dugs
ding téc dung mong mudn.

Lidy khuydn ede
Nagion iom va Hudu nidn t 12 i 1o Ién

Vigm thire quén do trao nguoe

Mat viéin Pantoloc® 40 mg méi ngdy. Trang truémg
horp cé bidt, oo thé dung idu gap 43l (tang Ién 2 vién
Pantoloc® 40 mg/ngay), nhit 1a khi khbng cé dap ung
v digu I khac, Tha gian didu tri viém thye quan trio
ngurore thisemg 14 4 tuhin, Néu chua di, kbt qua thurang
dat duee sau khi didu tri thém 4 tuan nia.

khéng sinh thich hop

O ahOng bénh nhan loét da day vi 14 rang o
Helicobacter pylon dweng tinh, can diét vi knun béng
lisu phap phéi hop. Tiy theo loai khang thubc, khuyén
cao nhiing phac db didu tri phéi hop nhir sau dé diét
Halicobacter pylon.

a) M&i ngay 2 14n ¥ mat vién Pantoloc® 40 mg

+ MBi ngay 2 14n x 1000 mg amexicilin

+ M8i ngay 2 lin x 500 mg clarithromycin

b) M&i ngay 2 l&n x mot vién Pantoloc® 40 mg

+ Mbingay 2 1an x 500 mg metronidazole ——
+ M&ingay 2 1n x 500 mg clarithromygin

&) M&) ngay 2 ln x mét vién Pantoloc® 40 mg

+ M&i ngay 2 tn x 1000 mg amexicillin

+ Mbi ngdy 2 lan x 500 mg melronidazole

Trong trj ligu phdi hop didt Helicobacter pylon, eén
ubng vién Panteloc® 40 mg ther hai truére ba 1éi mét
aitr Thana thuéma khi dibu tri ohdl hop thubs, thiv gian

i

Bigu tr lodt da day:
1 vién Pantoloc® 40 mg mbi ngay. Truring hop cé bigt
ct thé ding b gdp déi (lang lén 2 vién Pantoloc?®

40 mgingay) nndt Ia kni'khong cb dap dmg Va1 aibo it

khac. Théi gian dibu tr) loat da day thudng 1 4 twln,
Néu chura 40, két qué thudng dat duoc sau kni didu trj
thém 4 tulin nia.

1 vin Pantoloc® 40 mg méi ngdy Triréthg hop cd biét
o6 thé dlng ligu gap dei (tang 1&n 2 vien Panolog®
40 magingdy) nhét 2 khi khdng e dap (g wi dibu
tri khac. Loét 13 frang thiremg khéi bénh trong wéng 2
tuhn Néu thei gian @iky 1 2 WAn 13 chea @0kt quad
thiréng dat duge sau khi didu tr thém 2 tudn noa.

tang bai biét benh 1y khac

Trong digu tri kiém sodt kéo dai hdi chimg Zollinger-
Elliscn va cac tinh trang tng bai tiét bénh 1. ngudi
bénh nén bat dau didu irl véi lidu BOmgingay (2 vién
Pantoloc® 40 mg ingay). Sau d6 tang hodc gidm lidu
theo yéu cdu didu tri bing cach do nbng 48 scid dich
i bai tiét & dinh hwdng. Vi liBu trén 80mgingay, cin
chia va ubng thubs I4m 2 n. C6 thé tang tam thai libu
frén 160mg pantoprazol/ngay 4ong khang didu t kéo
dai hon thiri gian can thiét 4l ¢2 acid da day duoc Siku
chinh,

Khdng han ché thai gian didu i héi chimg Zollinger-
Ellison va cac tinh trang ting bai tiét bénh Iy, nén dibu
chinh thér gian thich hop véi nhu cau digu ) trén 1am
sang.

e dfi tuong dhe idt
Tréh am dun 12 tudi
Pantoloc® 40 mg khéng dugc khuyén cdo si dung &

tré em dudl 12 tudi do dir lidu v& an todn vA higu qua
con han ché & nhom tudl nay.

Suy gan

Khéng dues vuet qua lidu hang ngay 20 mg
pantoprazal (1 vién 20 mg pantoprazel) & bénh nhan
suy gan nang. Pantoloc® 40 mg khéng duoc s dung
trong diéu fri phéi hop dé diét nr M. pylor cho nhitng
bénh nhén bj rbi loan chirc ndng gan mirc dd 1 trung
binh ki ngng, vi hién chira co do lidu v& higu qua va
dé an todn ciia pantoprazol frong didu tri phdi hop cha
nhirng bénh nhan nay (xem phin “ednh bao dac bigt va
than trong khi sir ding ).

Suy than

Khong cén thiét diéu chinh libu & bénh nhan bi suy
chure nang than, Pantolec® 40 mg khang duoc sJ.‘rl!una
trang didw tri phdi hop 88 diét vi khwén Helizobacter
pytor & nhiing bénh nhan bl suy chiire pang than vi
hién nay chua oo dif lidu v& higu qua va a0 an toan
cia Pantoloc® 40 mg trong diéu trj phéi hop & nhing
bént rihin ndy

Nouoi cao tudd
Khong cdn thiét @idu chinh &y & bénh nhan cao b,

Céeh ding

Diing dirdmg ubng. s
Knang duge nhal hodce ldn nhé wén Pantoloc® 40 mg,
phﬂl ué.ng nguyén vién thube véi nurde inrgc biva an

Emng thudic khéng diing cach

Néu 18 dung I1bu qué thép hode quén dung Pantoloc®
40 mg, sau do khdng nén udng bl léu, tuy nhign ding
lidu tiép theo nhwr binh thudng.

Chn hdi § kidn bac sT, néu mubn ngimg ding holc kit
thic sém dot digu I Pantoloc® 40 mg,

Qué lidu

Chura rd triéa chirng qua ibu & nguedi

Sy ddp g toan than véi lidu [&n dén 240 mg khi ding

durérg linh mach frong 2 phit 48 duee dung nap 16t

VI pantoprazol gén két manh voi protein, thubc khong

o8 dang by logl b bang thim phan.

Trang tneéing hop qué liBu véi cas diu higu nhidm dac

xnﬁmﬁng.nﬂoﬁ'\ﬁéﬁd‘u lg'uuituci'imvid'l!utﬂ
trgr, @ khuyén cao dieu i ddc b

e Mg e e DR

Téc dyng khdng mong muén

Khodng 5% bénh nhan cb thé duwe dy kiln gdp cac
phan (mg phy cia thube (ADR), Cac phan dng phu d&
duge biao céo thudng gap nhat la tiéu chdy va nhire
ddu, o hai xay ra & khodng 1% bénh nhin.

_Biing dudi ddy W1 kB ok phan tng phy 08 diroS béo--

céo véi pantoprazol, dupe sdp xép theo phin logi v
tan sult sau day:

Rt thuémg gép (= 1/10); thuémg ofip (2 14100 dén

< 1/10); it gdp (= 141.000 dén < 11100); hiém gdp (=
1/10.000 dén < 1/1 000, rat hidm gép (< 1/10.000),
khing r5 (khéng thé uée tinh tir cde d(F li8u hidn c6),




