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Nhan trén hop Vintolox 3 vi. KT (115 x 51 x 20)m

Cdng thife: Cho 1 vién chia.
Pantopmzol (dudi danu pamnprazol
)....

.....40 mg

ﬁ(l' chi dinh, lifu ding, cich ding, thin trong,
khong mong mudn, cic théng tin khac:
dén sif dung.

Bao quan: Nai kho rdo, nhiét do dudi 30°C, tranh anh séng.
Tiéu chuzn: TCCS.

“DE xa tim tay tré em
Boc ky hudng din sit dyng trudc khi ding”
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¢ Nhan trén hop Vintolox 10 vi, kich thuéc(10.2 x 6 x 4.3) cm
- Céing thic: Cho 1 vién chifa. Bio quin: ;
P Pantoprazol (duti dang pantop N kho rdo, nhiét do dubi 30°C, trénh 4nh sing. ‘
/ natri sesquihydrat)............40 mg Tiéu chudn: TCCS.
| ) “Dé xa tim tay tré
o e e |

san xt izi: CONG TY cd PHAN Dugc PHAM VINH PHUC /"
S8 777 Bubng Mé Linh, P. Khai Quang, TP. Vinh Yén, T. Vinh Phic 3
DT: 02113 861233 Fax: 02113 862774

Nha mdy sin xut: Thén Mau Thong, P. Khai Quang, TP. Vinh Yén, T. Vinh Phic

Composition: Eact

Specification: Ir

Keep out of reach of children
Indication, contraindication, dosage and administration Read insert paper carefully before using
precautions, undesirable effects, other information:

SBK:
IR
NSX:

J935110 202032 HD:
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Npi dung to hwéng din sic dung thubc Vintolox cho cdn b y té

VINTOLOX
ﬁrazol (duéi dang pantoprazol natri sesquihydrat)...................... 40,0 mg
Ta du'ac Lactose, tinh bt ngd, avicel PH 101, magnesi stearat, talc, eudragit L-100, PEG 6000,
PVP - K30, titan dioxyd, vang tartrazin vd ...............ccccoeiiiiiiiiiiiiieceeeaeas 1 vién

Dang bao ché: Vién nén bao tan trong rudt.

Quy cach dong géi:

Hop 3 vi x 10 vién.

Hop 10 vi x 10 vién.

Duwgec lue hoc:

Ma ATC: A02BC02

Chét trc ché bom proton.

Pantoprazol khi vao cic 6ng tiét acid cua té bao thanh da day dugc chuyén hoéa thanh chat
sulfenamid dang c6 hoat tinh, dang nay lién két khong thuan nghich véi enzym H*/K*-ATPase
(con goi 1a bom proton) c¢é trén bé mit té bao thanh da day, gy trc ché enzym nay, ngin can budc
cudi ciing cua sy bai tiét acid da day. Vi vay pantoprazol c6 tac dung tc ché da day tiét acid co ban
va ca khi da day bi kich thich do bat ky tac nhén kich thich nao. T4c dung cua pantoprazol phu
thudc vao liéu ding, thoi gian e ché bai tiét acid dich vi kéo dai hon 24 gid, mic du thoi gian ban
thai clia pantoprazol ngén hon nhiéu (0,7 - 1,9 gid). Py
Dwoc dong hoc:

Pantoprazol hip thu nhanh vi ndng d6 trong huyét twong dat cao nhét sau khi uéng khoang 2 - 2,5
gid. Thudc it bi chuyén héa budc mot & gan, sinh kha dung dudng ubng khoang 77%. Khoang 98%
pantoprazol gén vao protein huyét twong. Thé tich phan b khoang 0,17 lit/kg.

Pantoprazol chuyén héa chi yéu & gan nhd isoenzym CYP2C19 cuia cytochrom Paso dé thanh -
desmethylpantoprazol. Mgt phan nhé dugc chuyén héa bai CYP3A4, CYP2D6, CYP2C9.

Céc chét chuyén hoa dugc dao thai chu yéu qua nude tidu (80%), phan con lai qua mat vao phén.
Thoi gian ban thai ctia pantoprazol khoang 1 gi¢ va kéo dai trong suy gan.

Ddc diém dugc dong hoc ¢ nhiing nhom doi twong ddc biét:

Bénh nhén thiéu enzym CYP2C19, chuyén héa thude chi yéu 1a xuc tac bdi enzym CYP3A4. Sau
mdt liéu duy nhét 40 mg pantoprazol, dién tich trung binh duéi dudng cong cao hon 6 lan so voi
ngudi binh thudng, ndng d6 dinh trong huyét tuong ting khoang 60%. Tuy nhién didu nay khong
cd y nghia trong viéc xéc dinh lidu lugng pantoprazol.

Bénh nhén suy thdn: Ciing nhu dbi véi nguoi khée manh, thoi gian ban thai cua pantoprazol 1a

ngén va khong c6 tich lily thubc. Do d6, khong can giam liéu khi ding pantoprazol ¢cho bénh nhan
suy giam chirc nang than (bao gbm ca bénh nhan loc mau). \l

Bénh nhdn xo gan: Thoi gian ban thai ciia thubc & bénh nhan xo gan vao khoang 7 - 9 gid, gia tri

AUC tang gép 5 - 7 1an, nhung ndng d6 tbi da cua thudc trong huyét thanh chi ting nhe, gip 1,5 1an
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4 Cmax ting nhe & nhitg ngudi tinh nguyén cao tudi so véi nhitng nguoi tré
\ lﬂféﬁi@ &5 ff\nghla 14m sang.

Tré em= ‘ aqcﬁh;:fc;ng l‘ieu duy nhit 20 mg hoic 40 mg & tré em tir 5 dén 16 tudi, AUC va Cmax
gr‘gxa th tuong ung & ngudi 1on.

Loét da day, ta rang

Trao ngugc da day - thuc quan.

Hoi ching Zollinger - Ellison.

Liéu ding - cach dung:

Cidch diing: Thubc dugc sir dung theo duong uc")ng vao budi sang, trude hodc sau an déu duge. Khi
udng phai nubt ca vién, khong duoc bé, nhai hodc 1am vé vién thude.

Liéu ding:

Nguoi I6m va tré em trén 12 tudi:

Bénh trdo nguoc da day - thuc quan: Udng 1 vién/ngdy, duy tri trong 4 tuln, c6 thé kéo dai dén 8
tun néu can.

Loét da day, t4 trang: Udng 1 vién/ngay trong 2 - 4 tudn d6i voi loét ta trang va trong 4 - 8 tudn dbi
voi loét da day.

Dé diét trir Helicobacter pylori c6 thé két hop pantoprazol véi 2 khéng sinh trong phac db diéu tri 3
thudc trong 1 tudn. Mt phac db hiéu qua gém pantoprazol 40 mg (1 vién), 2 lan mdi ngay (ubng
bubdi sang va t6i) phbi hop véi clarithromycin 500 mg, ngay 2 l4n va amoxicilin 1 g, ngay 2 lan
hozc phéi hop clarithromycin 250 mg, ngay 2 14n va metronidazol 400 mg, ngay 2 lan.

Hoi chimg Zollinger - Ellison: Uéng lidu khoi du 12 80 mg (2 vién) mdi ngay, sau d6 diéu chinh
theo dap Umg cia ngudi bénh, c6 thé 1én t6i 240 mg (6 vién)/ngay. Néu liéu hang ngay 16n hon 80
mg (2 vién) thi chia 1am 2 1an.

Tré em dudi 12 tudi: Khong duge khuyén céo sir dung & tré em dudi 12 tudi do dit lidu vé tinh an
toan va hidu qua cia thudc trén dbi trong nay con han ché.

Nguoi cao tudi: Khong cin diéu chinh lidu & ddi twong nay.

Bénh nhén suy gan: Ubng 40 mg (1 vién) cich 1 ngay 1 lan. Khéng duge sir dung pantoprazol
trong liéu phap két hop dé diét trir H. pylori & nhitng bénh nhan suy gan ning vi hién nay khong c6
dir liéu vé hiéu qua va do an toan ciia pantoprazol trong liéu phap két hop cho nhitng bénh nhan
nay.

Bénh nhdn suy thdn: Khong cin didu chinh liéu & bénh nhan suy gidm chic nang thin. Khong
duoc sir dung pantoprazol trong li€u phap két hop dé diét trir H. pylori & nhitng bénh nhén suy
giam chirc nang than vi hién nay khong c6 dir li¢u vé hiéu qua va do an toan cua pantoprazol trong
liéu phép két hop cho nhitng bénh nhan nay.

Chéng chi dinh: \Q

Quéa mén véi bét cir thanh phin nao ca thudc.

Sir dung pantoprazol trong liéu phap két hop dé diét trir H. pylori & bénh nhan suy than hodc suy
gan nang.
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Eqa[q(\éy Vi thu@c 6 thé che lap triéu ching hodc lam chdm chén doan ung thu Khi c6 bét ky
3 Q}hungﬁbao’dgég nao (vi du nhu gidm cén, nén mura téi phat, kh6 nubt, xuét huyét, thidu mau)
’ﬁrghrngb hoac xuét hién loét da day, can loai trir u 4c tinh.

Tiép tuc theo dsi néu céc triéu chimg vn ton tai mic du da duoc didu tri dy do.

O bénh nhan suy gan: Can xem xét giam liéu pantoprazol hoic ding cach ngdy. C6 thé dung liéu
udng 20 mg/ngdy hoic udng 40 mg, céch 1 ngay 1 1an. Phai theo d&i cac enzym gan trong qua trinh
diéu tri. Néu thiy ting, cin ngimg thudc.

Trong liéu phép diéu trj két hop, nén tuén thu cac dic tinh cla céc thubce trong lidu phap.

Khéng nén ding dong thoi atazanavir véi cac thude tre ché bom proton (xem thém muc tuong tac
thubc).

Anh huéng dén su hdp thu vitamin B12:

O nhimg bénh nhan ¢6 hdi chimg Zollinger - Ellison cin didu trj lau dai, pantoprazol ¢6 thé 1am
giam hip thu vitamin B12 (cyanocobalamin). Vi vy phai than trong khi sir dung liéu phép diéu tri
kéo dai pantoprazol ¢ nhitng bénh nhan c6 cic yéu td nguy co gy giam hip thu vitamin B12 va
theo ddi chat ché nhitng bénh nhéan nay.

Trong didu tri dai ngay, dic biét 12 khi thoi gian diéu tri vuot qua 1 ndm, bénh nhan nén dugc theo
ddi thudng xuyén.

Nhiém tring duong tiéu hod do vi khudn gdy ra: Pantoprazol, giéng nhur tat ca cac chit (rc ché bom
proton (PPIs), c6 thé s& lam gia ting s luong vi khuin thudng cé trong dudng tiéu hoa trén. Pidu
tri bing pantoprazol c6 thé 1am ting nguy co nhiém tring dudng tiéu hoéa do vi khudn nhu
Salmonella va Campylobacter va C. difficile gay ra.

Ha magnesi mdu: Ha magnesi mau nghiém trong da dugc béo cdo & nhitng bénh nhéan dugc diéu tri
bing thuéc PPIs nhu pantoprazol trong it nhét ba thang va hiu hét cac truomg hop trong mot
nim. Cac biéu hién nghiém trong ctia ha magnesi mau nhu mét moi, dau thét lung, co giat, chéng\
mit va loan nhip that xudt hién nhung c6 thé 4m thdm va bi bo qua. O nhimg bénh nhén bi anh
hudng nhét, giam magnesi méau dugc cai thién sau khi bd sung magnesi va ngimg ding PPIs.

Péi voi bénh nhan du kién diéu tri kéo dai hodic dung PPIs cung véi digoxin hodc cac loai thudc c';
thé gay ra ha magnesi mau (vi du, thudc loi tidu), nén xem xét do ndng d6 magnesi trudc khi bj
dAu diéu tri PPIs va dinh ky trong qué trinh diéu tri.

Gay xuong: Thubc trc ché bom proton, dic biét néu dung liéu cao va trong thoi gian dai (trén 1
nam), c6 thé 1am ting nguy co gy xwong héng, cb tay va giy cot sdng, chu yéu & ngudi cao tudi
hodic ngudi ¢6 cac yéu td nguy co khac. Cac nghién ciru theo ddi cho thdy cac chét tc ché bom
proton ¢6 thé 1am ting nguy co gdy xwong 1én 10 - 40%. Mbt sb gia ting nay c6 thé 1a do cac yéu
t6 nguy co khac. Bénh nhan cé nguy co bi lodng xuong nén dugc chim séc theo hudng dan l1am
sang va can phai ubng da lwong vitamin D va calci.

Bénh lupus ban do dudi da (SCLE): Thubc e ché bom proton c6 lién quan dén cac trudmg hop
SCLE rét hiém. Néu tdn thwong xay ra, dic biét 1a & ving da tiép xtc v6i dnh ning mt trdi, va néu
kém theo dau khop, cin ngimg ding pantoprazol tiém. Khi SCLE xay ra sau khi didu tri véi
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Phu nir cho con bu Pantoprazol c6 bai tiét vao sira me. Can cén nhic ngimg cho con bu hay
ngimg thudc, iy theo loi ich ciia pantoprazol v6i ngudi me.

Nguwoi van hanh mdy mdc, dang ldi tau xe, nguwoi lam viéc trén cao va cdc truwong hop khdc:
Thudc c¢6 thé gdy chéng mit, dau diu, nhin mo. Do do, khong nén lai xe, van hanh méy méc hay
1am viéc trén cao khi gip cac tic dung khéng mong mubn cia thudc.

Twong tic thudc:

Anh hwong cia pantoprazol 1én s hdp thu cdc thudc hdp thu phu thuéc vao pH:

Do trc ché tiét acid cia da day, pantoprazol ¢6 thé 1am giam sy hip thu céc thudc c¢6 sinh kha dung
phu thudc vao pH & da day, vi du nhu mdt sé azol chéng ndm nhu ketoconazol, itraconazol,
posaconazol va cac thudc khéac nhu erlotinib.

Thudc tec ché protease HIV (atazanavir): Khong nén dung phdi hop pantoprazol véi cac chit wc
ché protease HIV ma su hép thu phu thudc vao d6 pH acid nhu atazanavir do lam giam déng ké
sinh kha dung cua thube.

Néu bt budc phai két hop cac thubc nay, cin theo ddi 14m sang chat ché két hop véi ting liu
atazanavir 1én dén 400 mg (ddng thoi véi 100 mg ritonavir). Lidu pantoprazol khong dugc vuot
qua 20 mg mdi ngay.

Thudc chéng déng mdu coumarin (phenprocoumon hodc warfarin):

Sir dung ddng thoi pantoprazol véi warfarin hodc phenprocoumon khéng anh huéng dén dugc
dong hoc cua warfarin, phenprocoumon. Tuy nhién, da@ c6 bdo céo vé tang INR va thoi gian
prothrombin & bénh nhan ding ddng thdi PPIs va warfarin hoic phenprocoumon, ¢6 thé din dén
chay méu bét thuong va thdm chi tir vong. Bénh nhan diéu tri phbi hop pantoprazol véi cac thudc
chdng d6ng méau coumarin (vi du nhu warfarin hodc phenprocoumon) can dugc theo doi INR va
thoi gian prothrombin.

Methotrexat

Viée str dung ddng thoi methotrexat lidu cao (vi du nhu 300 mg) va chét tc ché bom proton da
duoc bao céo 1a 1am ting ndng d6 methotrexat & mot s6 bénh nhéan. Do d6 khi sir dung methotrexat
lidu cao, vi du nhu trong bénh ung thu va bénh véy nén, can phai can nhéc viéc ngimg tam thoi
pantoprazol.

Cdc nghién ciru tuong tdc khdc: Pantoprazol chuyén héa chi yéu & gan bdi enzym cytochrom Paso
CYP2C19 thanh desmethylpantoprazol. Mgt phan nhé dugc oxy héa boi CYP3A4.

Khong loai trir ¢ thé cé tuong tac véi mot chit khac ciing duge chuyén héa qua chinh hé théng
enzym ndy. Tuy nhién, khong c6 tuong téc ndo ¢ ¥ nghia lam sang giita pantoprazol véi cac thude

levonorgestrel va ethinyl oestradiol.

nhu carbamazepin, diazepam, glibenclamid, nifedipin, va thubc ngira thai udng cé chira
\gx chuyén

Két qua tir mot loat nghién ctru twong tac cho thiy pantoprazol khong &nh hudng dén
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hoa cta cac chat hoat tinh dugc chuyén héa bdi CYP1A2 (nhu cafein, theophylin), CYP2C9 (nhu
fenac, naproxen), CYP2D6 (nhu metoprolol), CYP2E1 (nhu ethanol) hodc khong
, g)ﬁ’ den su hap\ thu digoxin lién quan téi p - glycoprotein.
qe{igqqng tac vm c4c thudc khang acid khi dung ddng thoi.

éhien é\ﬁ'q ‘tubng tac ciing dd dugc thuc hién bing cach ding chung pantoprazol véi céc
Y yfgﬂ trtlj(;rig u’ng (clarithromycin, metronidazol, amoxicilin). Khong tim thdy twong tic c6 ¥
i $Ang,
Téc dung khéong mong mudn (ADR):
Nhin chung, thudc dung nap tdt ca khi diéu tri ngén han va dai han. Céc thudc e ché bom proton
1am giam d6 acid & da day, c6 thé ting nguy co nhiém khuén dwong tiéu hoa.
Thuong gdp, ADR > 1/100
Toan than: Mét, chéng mit, dau dau.

Da: Ban da, may day

Tiéu héa: Kho miéng, budn ndn, ndn, d?ly hoi, dau bung, tdo bon, ia chay.
Co khép: Pau co, dau khap.

It gap, 1/1000 < ADR < 1/100

Toan than: Suy nhuge, choang vang, chéng mit, mat ngu.

Da: Ngura.

Gan: Tang enzym gan.

Hiém gdp, ADR < 1/1000

Toan than: Toat md hoi, phil ngoai bién, tinh trang khé chiu, phan vé. K
Da: Ban rat sén, tring cé, rung téc, viém da tréc vay, phi mach, héng ban da dang. -
Ti€u héa: Viém miéng, ¢ hoi, rdi loan tiéu héa.

Mit: Nhin mo, chimg s¢ 4nh séng.

Thén kinh: Ngu ga, tinh trang kich dong hoic trc ché, 1 tai, run, nhim 14n, o giic, di cam. S

Mau: Tang bach cAu wa acid, mét bach cau hat, giam bach cAu, giam tiéu cau.
Noi tiét: Liét duong, bat luc & nam gidi.
Tiét niéu: D4i m4u, viém than ke.
Gan: Viém gan, vang da, bénh ndo & ngudi suy gan, ting triglycerid.
Réi loan dién giai: Giam natri mau
Hudng din cdch xir tri ADR:
Pantoprazol thuong dung nap tét: Pau bung, ia chay, nhic dau, mét moi thuong tu hét khi tiép tuc
diéu tri, rat it khi phai ngimg thudc. Cén theo di céc tridu chimg nhu nhin mo, trdm cam, viém da,
d4i ra mau, liét duong, phat ban. Néu kéo dai phai nglmg thuéc hogic chuyén sang thudc khac.
“Théong bdo ngay cho bdc si hodc dwoc si nhitng tic dung
khéong mong muén gdp phdi khi sir dung thuéc”
Twong Ky: Khong c6 thong tin \J
Qui lidu va cach xir tri:
Qud lidu: Khong ¢ triéu chimg qua lidu nao dugc biét & ngudi.
Xir tri: Khong co thudc giai doc dic hiéu. Chu yéu la didu tri triéu chimg va hd tro. Néu ubng qua
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lieu c6 thé thuc hién gay n6n rira da da‘ly, dung than hoat. Theo d6i hoat d(‘)ng cua tim huyét ép

“Thudc nay chi ding theo don ciia béc sP
“Pé xa tAm tay tré em”
~— “Poc ky hwéng din sir dung truée khi dang”
Piéu quj\' .a('H]uan Noi kho réo, nhiét 9 dudi 30°C, tranh 4nh sang.
Han ding: 36 thang ké tir ngay san xuét
Tiéu chuén dp dung: TCCS.
Tén, dia chi co' s& san xuat:
CONG TY CO PHAN DUGC PHAM VINH PHUC
S6 777 Pudng Mé Linh - P. Khai Quang - TP. Vinh Yén - Tinh Vinh Phiic
DT: 02113 861233 Fax: 02113 862774
Dia chi nha méy: Thon Méu Thong - P. Khai Quang - TP. Vinh Yén - Tinh Vinh Phuc
Ngay xem xét sira d6i, cAp nhat lai ndi dung hwéng din sir dung thudc: Ngay/thang/nim
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/_Qﬁdung to hwong dén sir dung thuéc Vintolox cho nguoi bénh

02284, %

o / CONG TV O\
l‘_/f e f‘\fH/\l\ 5

[Zl ooc PHAM
\*/\\ vjuw PHUC

VINTOLOX

“Thudc nay chi diing theo don ciia bdc si”

‘/vf) “Pé xa tim tay tré em”
“Doc kj hwong dan sir dung trudc khi diing”
“Thong bdo ngay cho bdc si hodc dwgc si nhitng tic dung khong mong muén
gdp phai khi sir dung thuoc”
Thanh phén, ham lwong ciia thudc
Cho mojt vién chira:

Duoc chat: Pantoprazol (duéi dang pantoprazol natri sesquihydrat)...................... 40,0 mg
Tad dugc: Lactose, tinh bdt ngd, avicel PH 101, magnesi stearat, talc, eudragit L-100, PEG 6000,
PVP - K30, titan dioxyd, vang tartrazin vd ..................c.oeeueeueeeeeeieieeeeein 1 vién

MG ta san phim

Dang bao ché: Vién nén bao tan trong rudt.

Hinh thire: Vién nén bao phim, mau vang, hinh try, hai mt nhin, thanh va canh vién lanh lin.
Quy cich déng géi

Hop 3 vi x 10 vién.

Hop 10 vi x 10 vién.

Thudc ding cho bénh gi

Loét da day, t4 trang. .
Trao ngugc da day - thuc quan. .
Hdi ching Zollinger - Ellison.

Nén dung thudc nay nhwr thé nao va liéu lrgng

Cich ding: Thubc dugc sir dung theo dudng udng vao budi sang, truée hoic sau in déu duogc.
Khi uéng phai nudt ca vién, khong dugc bé, nhai hodc 1am vé& vién thude. \
Liéu dung:

Nguoi 16m va tré em trén 12 tudi:

Bénh trao ngugc da day - thuc quan: Udng 1 vién/ngay, duy tri trong 4 tudn, c6 thé kéo dai dén 8
tudn néu can.

Loét da day, ta trang: Udng 1 vién/ngay trong 2 - 4 tudn ddi véi loét ta trang va trong 4 - 8 tudn
d6i voi loét da day.

Dé diét trir Helicobacter pylori ¢6 thé két hop pantoprazol véi 2 khang sinh trong phéc dd diéu tri
3 thudc trong 1 tudn. Mot phac dd hiéu qua gdm pantoprazol 40 mg (1 vién), 2 lan mdi ngay
(ubng budi sang va t6i) phdi hop véi clarithromycin 500 mg, ngay 2 14n va amoxicilin 1 g, ngay 2
1an hozc phéi hop clarithromycin 250 mg, ngay 2 l4n va metronidazol 400 mg, ngiy 2 lan.

Hoi chimg Zollinger - Ellison: Udng liéu khoi dau 1a 80 mg (2 vién) mdi ngdy, sau d6 diéu chinh
theo dap tmg cua ngudi bénh, c6 thé 1én téi 240 mg (6 vién)/ngay. Néu lidu hang ngay 16n hon 80
mg (2 vién) thi chia 1am 2 1n.

Tré em dudi 12 tudi: Khong duge khuyén cdo sir dung & tré em dudi 12 tudi do dit ligu vé tenh an

W
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N, o_fi’}.;ao tubis.
Bénh nhan sy
trong fiéu phép kecht
&6 dir ligu v Higw 4
nhan ni _,\y\\ L :
Bénh nhan suy thdn: Khong can di€u chinh liéu & bénh nhan suy gidm chirc nang thdn. Khong
dugc sir dung pantoprazol trong liéu phép két hop dé diét trir H. pylori & nhitng bénh nhan suy
giam chtic ning than vi hién nay khong c6 dir liéu vé hiéu qua va d6 an toan cia pantoprazol
trong liéu phap két hop cho nhimg bénh nhan nay.

Khi nao khong nén ding thudc nay

Qua min v6i bat cir thanh phén nao cua thude.

Str dung pantoprazol trong liéu phap két hop dé diét trir H. pylori & bénh nhéan suy than hoic suy
gan niing.

Téc dung khong mong mudn (ADR)

Nhin chung, thubc dung nap tdt ca khi diéu tri ngén han va dai han. Cac thudc e ché bom proton
lam giam d6 acid & da day, c6 thé ting nguy co nhiém khuén dudng tiéu hoa.

Thuong gap, ADR > 1/100

Toan than: Mét, chéng mat, dau dau.

Da: Ban da, may day

Tiéu héa: Khd miéng, budn nédn, ndn, déy hoi, dau bung, tdo bon, ia chay.

Co khép: Pau co, dau khop.

It gap, 1/1000 < ADR < 1/100

Toan than: Suy nhugc, choang vang, chéng mit, mit ngi.

Da: Ngtra.

Gan: Tang enzym gan.

Hiém gap, ADR < 1/1000 ‘
Toan than: Toat md hdi, phu ngoai bién, tinh trang kho chiu, phéan v¢.

Da: Ban rat san, tring c4, rung téc, viém da tréc vay, phit mach, h(‘“)ng ban da dang.

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

Mit: Nhin mo, ching s¢ 4nh sang.

Than kinh: Ngt ga, tinh trang kich dong hoc trc ché, 1 tai, run, nhim 1n, 4o giac, di cam.

Mau: Tang bach cAu ua acid, mét bach cau hat, giam bach cAu, giam tiéu cau.

Noi tiét: Liét duong, bét lyc & nam gi6i.

Tiét niéu: D4i méu, viém thén k&.

Gan: Viém gan, vang da, bénh ndo & ngudi suy gan, ting triglycerid.

Réi loan dién giai: Giam natri mau \g&
Huwéng din cdch xir tri ADR:

Pantoprazol thudong dung nap t6t: Pau bung, ia chay, nhirc dAu, mét moi thudng tu hét khi tiép
tuc diu tri, rat it khi phai ngimg thudc. Cin theo dbi cac triéu chimg nhu nhin md, trAm cam,
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Nén tranh dqhﬁ’lﬁéj

CO PHA

%a udc hoic thue phim gi khi dang sir dung thudc nay
Anh huwong cuia pantop &2 | lén su hd'p thu cdc thuéc hd'p thu phu thuéc vao pH:
Do L’rc\;\ché{jt'iét*ai'éia'\p /‘/ a day, pantoprazol c6 thé 1am giam sy hip thu cac thudc c6 sinh kha
dung phuthiqcva.@ H & da day, vi du nhu mét sb azol chéng ndm nhu ketoconazol, itraconazol,

posaconazol va cac thudc khac nhu erlotinib.

Thuéc tkc ché protease HIV (atazanavir): Khong nén ding phdi hop pantoprazol véi cac chit tc
ché protease HIV ma su hép thu phu thudc vao d9 pH acid nhu atazanavir do lam giam déang ké
sinh kha dung cua thude.

Néu bit budc phai két hop cac thubc nay, cAn theo doi 14m sang chit ché két hop véi tang lidu
atazanavir 1én dén 400 mg (ddng thoi v6i 100 mg ritonavir). Liéu pantoprazol khong dugc vuot
qua 20 mg mdi ngay.

Thudc chong déng mdu coumarin (phenprocoumon hodc warfarin):

Sir dung ddng thoi pantoprazol véi warfarin hodc phenprocoumon khéng anh hudng dén dugc
dong hoc cua warfarin, phenprocoumon. Tuy nhién, di c6 bdo cédo vé ting INR va thoi gian
prothrombin & bénh nhan ding ddng thoi PPIs va warfarin hodic phenprocoumon, ¢ thé dan dén
chiy mau bét thuong va thdm chi tir vong. Bénh nhén diéu tri phéi hop pantoprazol véi cac thude
chéng d6ng méu coumarin (vi du nhu warfarin hoc phenprocoumon) cin dugc theo dai INR va
thoi gian prothrombin.

Methotrexat

Viée sir dung dong thoi methotrexat liéu cao (vi du nhu 300 mg) va chit rc ché bom proton da
duoc bao céo la 1am ting ndng dd methotrexat & mot s bénh nhan. Do d6 khi sir dung -
methotrexat liéu cao, vi du nhu trong bénh ung thu va bénh vAy nén, cin phai can nhic viéc
ngung tam thoi pantoprazol.

Cdc nghiéni ciru tuwong tdc khdc: Pantoprazol chuyén hoa chii yéu & gan béi enzym cytochrom
P4so CYP2C19 thanh desmethylpantoprazol. Mt phan nhé dugc oxy héa boi CYP3A4.

Khong loai trir c6 thé c6 tuong tac véi mot chit khéc cling duoc chuyén héa qua chinh hé théng

| LT T

enzym ndy. Tuy nhién, khong c6 tuong tdc ndo c6 y nghia lam sang gilta pantoprazol véi céc
thudc nhu carbamazepin, diazepam, glibenclamid, nifedipin, va thudc ngira thai ubng c6 chira
levonorgestrel va ethinyl oestradiol.

Két qua tir mot loat nghién ciru twong tac cho thdy pantoprazol khong anh huéng dén sy chuyén
héa ctia cac chét hoat tinh dugc chuyén hoa béi CYP1A2 (nhu cafein, theophylin), CYP2C9 (nhu
piroxicam, diclofenac, naproxen), CYP2D6 (nhu metoprolol), CYP2E1 (nhu ethanol) hodc khong
anh huong dén su hp thu digoxin lién quan t6i p - glycoprotein.

Khéng c6 tuong tac véi cac thubc khang acid khi diing dong thoi.

Céc nghién ciru tuong tac cling da dugc thyc hién bing cach ding chung pantoprazol véi cac
khang sinh twong tmg (clarithromycin, metronidazol, amoxicilin). Khong tim thdy tuong tic c¢6 y
nghia 1am sang. Q
Cin lam gi khi mét 1in quén khong ding thudc
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Khi quén dung thude, liéu tiép theo dwgc ding nhur trong chi dinh. Khong dung ting lidu khi quén
dung thube: 522
C?m Vﬁquan'th 10C ¥ y nhw thé nao

Nhu'ng déu hiéu W ri¢u chirng khi ding thudc qu4 liéu
chimg qué lidu nao duogc biét & ngudi.

Can phal lam i1 hi ding thudc qua liéu khuyen cdo

X tri: Khong c6 thube giai doc dic hiéu. Chu yéu la diéu tri triéu chimg va hd tro. Néu uéng qua
liéu c6 thé thuc hién gy ndn, rira da day, dung than hoat. Theo ddi hoat dong cua tim, huyét 4p.
Do pantoprazol gin manh vio protein huyét tuong, phuong phap thdm tach khong loai dugc
thube.

Nhirng diéu cin thin trong khi dung thudc nay

Trude khi ding pantoprazol hoic céc thude e ché bom proton khac, phai loai trir kha ning ung
thu da day vi thudc c6 thé che 14p tridu chimg hodc 1am chim chén doan ung thu. Khi ¢6 bat ky
triéu chimg bdo dong nio (vi du nhur giam cén, ndn mira tai phat, khé nudt, xuét huyét, thiéu mau)
va khi c6 nghi ngd hozic xuét hién loét da day, cén loai trir u 4c tinh.

Tiép tuc theo ddi néu cac triéu chimg van tdn tai mic du da duge diéu tri day du.

O bénh nhén suy gan: Cin xem xét giam lidu pantoprazol hoic ding cach ngay. Cé thé ding liéu
udng 20 mg/ngay hoic udng 40 mg, cach 1 ngay 1 l4n. Phai theo d5i c4c enzym gan trong qua
trinh diéu tri. Néu thdy ting, cin ngimg thudc.

Trong liéu phép didu tri két hop, nén tudn thu cac dic tinh cia cac thude trong liéu phép.

Khong nén ding dong thoi atazanavir véi céc thude wre ché bom proton (xem thém muc tuong téc
thubc).

Anh huong dén su hdp thu vitamin B12:

54

O nhitng bénh nhan c6 hdi chimg Zollinger - Ellison can diéu tri 1au dai, pantoprazol c6 thé 1am
giam hép thu vitamin B12 (cyanocobalamin). Vi vdy phai than trong khi sir dung liéu phép diéu
tri kéo dai pantoprazol & nhimg bénh nhan c6 cac yéu t& nguy co gay giam hép thu vitamin B12
va theo ddi chdt ché nhirng bénh nhén nay.

\ PN -l

Trong diéu tri dai ngay, dac biét 1a khi thoi gian diéu tri vuot qua 1 ndm, bénh nhén nén dugc
theo ddi thudng xuyén. '

Nhiém tring dwong tiéu hod do vi khudn gdy ra: Pantoprazol, giéng nhur tit ca cac chit irc ché
bom proton (PPIs), c6 thé s& 1am gia ting s6 luong vi khuin thudng c6 trong dudng tiéu héa

trén. Diéu tri bing pantoprazol c6 thé 1am ting nguy co nhiém tring dudng tiéu hoa do vi khuan
nhu Salmonella va Campylobacter va C. difficile gay ra.

Ha magnesi mdu: Ha magnesi mau nghiém trong da dugc bao cdo & nhitng bénh nhén dugc diéu
tri bing thudc PPIs nhu pantoprazol trong it nhét ba thang va hiu hét cac truong hop trong mot
nim. Cac biéu hién nghiém trong cia ha magnesi méu nhu mét moi, dau thit lung, co giat, chéng
mit va loan nhip that xuét hién nhung c6 thé 4m thim va bi bé qua. O nhimg bénh nhéan bj dnh
hudng nhét, giam magnesi méu dugc cai thién sau khi bd sung magnesi va ngimg dung PPIs.

D6i v6i bénh nhan dy kién didu tri kéo dai hodc ding PPIs cing véi digoxin hogc céc loai thube

4
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Gay xu'ong] Thuomue ¢he bom proton dic biét néu dung lidu cao va trong th01 glan dai (tren 1

proton c6 thé [am ting nguy co gdy xuong 1én 10 - 40%. Mot s6 gia ting nay c6 thé 13 do cac yéu
t6 nguy co khéc. Bénh nhan c6 nguy co bj lofing xwong nén dugc chim séc theo huéng din 14m
sang va can phai uéng du luong vitamin D va calci.
Bénh lupus ban @ dwéi da (SCLE): Thubc tic ché bom proton c6 lién quan dén céc trudng hop
SCLE rat hiém. Néu t6n thuong xay ra, dic biét 12 & ving da tiép xdc v6i anh ning mat troi, va
néu kém theo dau khép, cin ngimg ding pantoprazol tiém. Khi SCLE xay ra sau khi diéu trj véi
pantoprazol ¢6 thé 1am ting nguy co xay ra SCLE véi céc thude trc ché bom proton khéc.
Trong cdng thirc c¢6 lactose, than trong véi bénh nhan khong dung nap galactose do di truyén,
kém hép thu glucose - galactose hogc thiéu hut Lapp lactase.
Phu nit ¢6 thai: Chua c6 nghién ciru diy da khi ding pantoprazol & ngudi trong thoi ky mang
thai. Chi ding pantoprazol cho phu nit mang thai khi thét can thiét..
Phu ni¥ cho con bii: Pantoprazol c6 bai tiét vao sira me. Can cén nhic ngimg cho con bu hay
ngimg thudc, ity theo loi ich cua pantoprazol véi ngudi me.
Nguwoi vin hanh mdy moc, dang ldi tau xe, ngwoi lam viéc trén cao va cdc trwong hop khdc:
Thubc c6 thé gay chéng mit, dau diu, nhin mo. Do d6, khong nén 14i xe, vin hanh méay méc hay
1am viéc trén cao khi gip céc tac dung khong mong mudn cua thude.
Khi nio cin tham vén bic si, dwoc si
Khi gip céc tac dung khéng mong mudn ciia thubc, cin tham vén bac si, dugc si.
“Néu cin thém thong tin xin héi y kién béc si hoiic dwgc si”
Han ding ciia thude
36 thang ké tir ngay san xuét
Tén, dia chi clia co s& san xuit
CONG TY CO PHAN DUGC PHAM VINH PHUC
S6 777 Pudng Mé Linh - P. Khai Quang - TP. Vinh Yén - Tinh Vinh Phtic
DT: 02113 861233 Fax: 02113 862774

bia chi nha may: Thon Mau Thong - P. Khai Quang - TP. Vinh Yén - Tinh Vinh,Phuc

Ngay xem xét sira ddi, cAp nhat lai ndi dung hwéng din sir dung thudc: Ngay/tha

TUQ CUC TRUSNG
PTRUUNG PHONG
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