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MAU DANG KY
TO HUGNG DAN SU DUNG THUOC MEYERPANZOL

Rx Thudc ban theo don Tiéu chudn: TCCS

MEYERPANZOL

Doc ky huéng dén sif dung trudc khi ding
DE xa tdm tay tré em

Théng bao ngay cho bac si hodc dugc si nhiing
phan iing c6 hai gép phai khi sif dung thuéc
Thudc nay chi dung theo don clia bac si
Thanh phén, ham lugng cia thudc:
Pantoprazol (Pantoprazol natri sesquihydrat) 40 mg
Ta dudc: Calci carbonat, Lactose, Natri lauryl sulfat,
Polyplasdon XL 10, Aerosil, Talc, Magnesi stearat,
Propylen glycol, Acrycoat L100, HPMC 606, PEG 6000,
Titan dioxyd, Tartrazin yellow, Brown viia di 1 vién.
M6 t& sdn phém: Vién nén nhd hinh tron, bao phim
mau vang, bén trong mau tring hoic trdng nga.
Qui cach dong goi:
-Hop 03 vi x 10 vién nén bao phim tan trong rudt.
- Hop 10 vi x 10 vién nén bao phim tan trong rudt.

HUGNG DAN SU DUNG THUSC CHO NGUGI BENH

Thuéc dung cho bénh gi:
* Pantoprazol dugc chi dinh dung cho ngudi I6n va tré
em tu 12 tudi trg 1én dé diéu tri:

- Viém thyc quan trao ngugc.

* Pantoprazol dugc chi dinh ding cho ngudi I6n:

- Ph&i hgp vé6i liéu phap khang sinh thich hgp dé diét
Helicobacter pylori (H. pylori) & nhiing b&nh nhan loét da
day do vi khudn nay gay ra.

- Loét da day va ta trang.

- Hoi chiing Zollinger-Ellison va céc tinh trang bénh
ly tdng kich thich bai tiét khéac.

Nén dung thuéc nay nhu thé nao va liéu lugng:
Liéu dung:
* Nguoi I6n va tré em to 12 tudi trg Ién:

- Viém thyc quan trao ngugc: 1 vién/ ngay. Trong
ting trudng hap, liéu c6 thé tang 1én gdp doi (tdng lén 2
vién/ngay) dic biét khi khong c6 dap (ing ddi vdi diéu tri
khéc. Thdi gian cn thigt dé diéu tri viém thyc quan trao
ngugc thudng la 4 tudn. NEu khdong du, viéc diéu tri
thudng sé dat dugc trong vong 4 tudn nda.

* Ngudi Ion:

- Phdi hgp vdi hai khang sinh thich hgp dé diét H.
pylori: & bénh nhan duong tinh H. pylori bi loét da day
va ta trang, nén loai tril bdng phuong phap phdi hgp.
Tuy thudc vao sy dé khang, cac k&t hgp sau day c6 thé
dugc khuyén céo dé loai trit H. pylori

a) Phac dd 1:

+ Pantoprazol 40 mg x 2 1an/ ngay,
+ Amoxicillin 1000 mg x 2 Ian/ ngay,

+ Clarithromycin 500 mg x 2 I4n/ ngay.
b) Phéac db 2:
+ Pantoprazol 40 mg x 2 I&n/ ngay,
+ Metronidazol 400 - 500 mg (hodc 500 mg
tinidazol) x 2 1an/ ngay,
+ Clarithromycin 250 - 500 mg x 2 Ian/ ngay.
¢) Phac db 3:
+ Pantoprazol 40 mg x 2 Ian/ ngay,
+ Amoxicillin 1000 mg x 2 14n/ ngay,
+ Metronidazol 400 - 500 mg (hodc 500 mg
tinidazol) x 2 1an/ ngay.

Trong liéu phap phd&i hgp dé loai trii nhiém H. pylori,
vién pantoprazol thi hai nén dugc udng trudc bia an téi
1 gid. Liéu phap dung trong 7 ngay va cé thé kéo dai
thém 7 ngay, téng thdi gian hai tudn. D dam bao cho
viéc diéu tri loét, pantoprazol nén dugc chi dinh thém.

- Diéu tri loét da day: 1 vién/ ngay. Trong tling
trudng hop, liéu co thé tang gdp doi (2 vién/ ngay) dic
biét khi khong c6 dap ting ddi vdi didu tri khac. Thoi
gian can thigt dé diéu tri loét da day thudng 1a 4 tudn.
Né&u khong du, viéc diéu tri thudng sé dat dugc trong
vong 4 tuan nia.

- Diéu tri loét ta trang: 1 vién/ ngay. Trong ting
trudng hgp, liéu c6 thé ting gadp ddi (2 vién/ ngay) dac
biét khi khdong c6 dap ung ddi véi diéu tri khac. Vét loét
ta trang thudng diéu tri trong vong 2 tudn. N&u thdi gian
diéu tri kéo dai trong 2 tudn la khong du, viéc didu tri
thudng sé dat dugc trong vong 2 tudn nda.

- Hoi ching Zollinger-Ellison va céc tinh trang bénh
ly tdng kich thich bai tiét khac: Liéu kh&i ddu 80 mg/
ngay.

Sau do, liéu ¢ th¢ dugc diéu chinh 1én ho3c xudng
khi cén thiét. VGi trén 80 mg/ ngady, nén chia 2 1an/
ngay. Thoi gian diéu tri khdng gidi han va can dugc diéu
chinh theo nhu cdu lam sang.

- Suy gan: Khong nén ding liéu pantoprazol vugt
qua 20 mg/ ngay & nhing bé&nh nhan bi suy gan ning.
Khéng dung pantoprazol ph&i hgp dé diéu tri loai trif H.
pylori & nhitng bénh nhan cé rdi loan chiic nang gan tu
trung binh dé€n n&ng vi hién khong c6 da liéu vé higu
qua va do an toan cla pantoprazol trong diéu tri k6t hgp
8 nhiing bénh nhan nay.

- Suy than: Khdng cén diéu chinh liéu & bénh nhan
suy giam chuc ndng than. Khong ding pantoprazol phdi
hgp dé diéu tri loai trit H. pylori & nhiing bénh nhan suy
giam chudc nang than vi hién nay khong c6 dd liéu vé
hiéu qua va dd an toan clia pantoprazol trong diéu tri
két hgp & nhing bénh nhan nay.

- Ngudi cao tui: Khdng cén diéu chinh liéu & bénh
nhan cao tudi.

- Tré em: Pantoprazol khdng dugc khuyén cao su
dung & tré dudi 12 tudi do di liéu vé tinh an toan va
hiéu qua trong nhém tudi nay rat han ché.

Céch dung:



Khong nhai hay nghién nho vién thudc va nén udng
trudc bda an 1 gid véi mot it nudc.
Khi nao khéng nén dung thudc nay:

- Man cam v6i Pantoprazol hodc b4t ky thanh phan
nao cua thudc.

- Quéa man véi dan xuét benzimidazol.

Téc dung khéng mong muén:
* Thudng gdp, 1/100 < ADR < 1/10:

- Cdc r&i loan tiéu hoa: Polyp tuyén day vi (lanh tinh)
* It gap, 1/1000 < ADR < 1/100:

- Cdc rdi loan tam than: Réi loan gidc ngu.

- C4c rdi loan hé than kinh: Pau d4u, chéng mit.

- Céc r18i loan tiéu hoa: Tiéu chay, budn ndn/ ndn
mia, day hdi, tdo bén, khd miéng, dau bung va khé
chiu.

Cac r8i loan gan mat:
(transaminase, y -GT).

- C&c r6i loan trén da va mo dudi da: Phat ban, ngda

- Céc rdi loan co xuong va md lién két: Gay xuong
héng, c8 tay hodc cot séng.

- Céc rdi loan chung va tai noi diéu tri: Suy nhugc,
mét moi va kho chiu.

* Hiém gap, 1/10000 < ADR < 1/1000:

- Céc rdi loan mau va bach huyét: Mat bach cdu hat.

- Cé&c r8i loan hé mién dich: Qua man (bao gém
phan ing phan vé va sbc phan vé).

- Céac r6i loan chuyén héa va dinh dudng: Tang lipid
huyét va tang lipid (triglycerid, cholesterol), trong lugng
thay ddi.

- Céc r8i loan tam than: Tram cam.

- C4c rdi loan hé than kinh: R&i loan vi gidc.

- C4c rdi loan vé mét: R&i loan thi lyc/ nhin md.

- Céc rdi loan gan mat: Bilirubin tang.

- C4c rdi loan trén da va mod dudi da: May day, phu
né.

- Cac r0i loan co xudng va md lién két: Pau khdp,
dau co.

- Céac rdi loan hé sinh san va vi: Chiing vi to  nam.

- C4c r8i loan chung va tai ngi diéu tri: Nhiét do co
thé ting, phu ngoai bién.

* R4t hiém gap, ADR < 1/10000:

- Cac r6i loan mau va bach huyét: Giam tiu cau,
giam bach cdu, gidm toan thé huyét cau.

- C4c rdi loan tam than: Mat phuong hudéng.

- Céc r8i loan gan mat: Tén thuong t& bao gan, vang
da, suy gan té bao.

* Chua ro:

- Cac r8i loan chuyén hda va dinh dudng: Ha natri
huyét, ha magnesi huyét, ha calci két hgp vGi ha
magnesi huyét, ha kali huyét.

- C4c r&i loan tam than: Ao giac, I1an I6n.

- C4c r6i loan hé than kinh: Cam gidc khdac thudng.

- C4c r8i loan trén da va md dudi da: Hoi chung
Stevens-Johnson, hdi chiing Lyell, hdng ban da dang,
nhay cam anh sang, lupus ban dbd ban cép.

- Céac r8i loan cd xuong va md lién két: Co thit co
nhu 14 hau qué cla rdi loan dién giai.

- RGi loan than va tiét niéu: Viém than ké (c6 thé tién
trién dén suy than).

Tang men gan

Théng bdo ngay cho bdc st hodc dugc st nhing phan
ung co hai gdp phai khi sit dung thuéc
Nén tranh dung nhiing thuéc hodc thyc pham gi khi
dang st dung thuéc nay:

- Céc thudc c6 sy hdp thu dugc dong hoc phuy thudc
vao pH: Do sy Uc ché tiét acid trong da day kéo dai va
hoan toan, pantoprazol c6 thé gay can trd sy hdp thu
clia cac thudc khac c6 pH da day la y&u t§ quan trong
quyét dinh hiéu qua dudng udng nhu ketoconazol,
itraconazol, posaconazol va erlotinib.

- Chét tic ché protease HIV: Khong dung ddng thoi
pantoprazol véi cdc chat tic ché protease HIV c6 sy hap
thu phu thudc vao mdi trudng pH acid nhu atazanavir,
do l1am giam déang ké sinh kha dung clia thuSc. NEu sy
két hgp clia cac chat tic ché protease HIV véi mot chit
tic ché bom proton (PPls) 1a cén thiét, nén theo ddi lam
sang chat ché. Khong dung vugt qua liéu pantoprazol
20 mg mdi ngay va liéu clia cac chat tc ché protease
HIV c6 thé can dudc diéu chinh.

- Thudc chdng dong mau Coumarin(phenprocoumon
hodc warfarin): Dung ddng thdi pantoprazol véi warfarin
hodc phenprocoumon khong anh hudng dén dugc déng
hoc hodc INR clia warfarin, phenprocoumon. Tuy nhién,
da c6 bao cao vé sy gia ting INR va thdi gian
prothrombin & bénh nhan dung déng thdi PPis véi
warfarin hodc phenprocoumon. Tang INR va thdi gian
prothrombin ¢6 thé dan dén chay mau bat thudng va
tham chi ti vong. Cén theo doi sy gia tdng INR va thdi
gian prothrombin & nhiing bénh nhan nay.

- Methotrexat: Viéc st dung dong thdi methotrexat
liéu cao (300 mg) va thudc tic ché bom proton da dugc
bdo cdo lam gia ting ndng dd methotrexat ¢ mot sd
bénh nhan. Do do6, & nhing bénh sii dung methotrexat
liéu cao nhu ung thu va vdy nén, cdn phai can nhic viéc
tam ngung pantoprazol.

- Cac tuong tac khéc: Pantoprazol dugc chuyén hoa
nhidu & gan théng/qua hé thdng enzym cytochrom
P450. Qua trin 0 ddi chat chl yéu la demethyl héa
b&i CYP2C19 va cac qua trinh khac bao gém oxy héa
bsi CYP3A4.

Nghién ctu tudng tdc véi cac thudc cling chuyén
héa theo cdc dudng nay nhu carbamazepin, diazepam,
glibenclamid, nifedipin va thudc ngia thai udng c6 chia
levonorgestrel va ethinyl oestradiol khdng cho thdy
tuong tac ¢6 y nghia lam sang.

Tuong tac cla pantoprazol véi cac thuSc hodc hgp
chat khac dugc chuyén héa ciing mot hé théng enzym
14 khong thé loai tru.

K&t qua tif mot loat nghién cdu tuong tac cho thdy
pantoprazol khong anh hudng dén sy chuyén hoa cla
cac hoat chat dugc chuyén héa bdi CYP1A2 (cafein,
theophyllin), CYP2C9 (piroxicam, diclofenac, naproxen),
CYP2D6 (metoprolol), CYP2E1 (ethanol) hodc khdng
can trd sy hap thu digoxin lién quan téi p-glycoprotein.

Khdng c6 tuong tac khi dung ddéng thdi véi cac thudc
khang acid.

Khong tim thdy tuong tac lam sang khi dung dong
thdi pantoprazol v6i cac khang sinh tuong ung
(clarithromycin, metronidazol, amoxicillin).




- Céac san phdm thudc dc ché hoic cam dng
CYP2C19: Céac chét tic ché CYP2C19 nhu fluvoxamin
c6 thé lam gia tang sy ti€p xuc toan than cia
pantoprazol. Giam liéu c6 thé dugc xem xét d&i Vi
bénh nhan diéu tri 1au dai véi pantoprazol liéu cao hoic
nhiing ngudi bi suy gan.

Enzym cdm ng CYP2C19 va CYP3A4 nhu
rifampicin va St John's wort (Hypericum perforatum) cé
thé 1am giam ndng dd PPI trong huyét tuong.

Cén Iam gi khi mgt Ian quén dung thudc:

Khi mét I1an quén dung thudc, cdn phai udng ngay
khi nhé ra cang sdm cang t6t va tiép tuc lai lich udng
thudc binh thudng. N&u nhd ra liéu dung da quén tai
thdi diém liéu k& tiép thi bd qua liéu da quén va thuc
hién ti€p theo dung lich udng thudc dang c6. Khdng
dugc bu liéu da quén béng cach nhan dai liéu.

Cén béo quén thuéc nay nhu thé nao:

Bao quan thudc noi khd, nhiét dd khéng quéa 30°C,
trdnh anh sang.

Cén lam gi khi dung thud'c qué liéu khuyén céo:

Né&u xay ra qud liéu, cin bao ngay cho bac si, dugc
sT hodc dén ngay cd s y t€ gan nhdt. Mang theo toa
thudc nay va thudc con sét lai gui cho thay thudc.
Nhing diéu cén than trong khi ding thuéc nay:

- Suy gan: & b&nh nhan suy gan naing, cin theo doi
thudng xuyén men gan trong qua trinh diéu tri vGi
pantoprazol, d4c biét khi st dung lau dai. Trong trudng
hgp tdng men gan, nén ngung dung thudc.

- Phéi hgp tri liéu: Trong ting trudng hgp diéu tri
phdi hgp, tiy theo dic tinh clia san phdm thudc tuong
ing ma xem xét.

- Bénh da day ac tinh:

Dap (ing triéu ching véi pantoprazol c¢6 thé che déu
cac triéu chiing clia bénh da day &c tinh va c6 thé can
tré chdn doan. Khi cé bt ky triéu chiing bao dong (nhu
syt can dang k&, nén muia tai phat, ching khé nuét, non
ra mau, thi€u mau ho3c tiéu phan den) va khi loét da
day nghi ngd hodc xudt hién, bénh ac tinh can dugc loai
tru.

- Khdng dung ddng thdi pantoprazol véi cac chat tic
ché& protease HIV ¢6 sy hdp thu phy thudc vao do pH
mdi trudng acid nhu atazanavir, do sinh kha dung cta
chiing gidm dang ké.

- Anh hudng dén sy hédp thu vitamin B12:

(o} nhiing bénh nhan ¢é hdi ching Zollinger-Ellison
va cdc tinh trang bénh Iy tang kich thich bai ti€t khac
can diéu tri lau dai, pantoprazol ciing nhu tdt ca cac loai
thudc tc ché acid, ¢6 thé 1am giam hép thu vitamin B12
do giam ho#c thiéu acid hydroclorid.

- Trong diéu tri dai han, d4c biét khi thdi gian di€u tri
vugt qua 1 nam, bénh nhan nén dugc theo doi thudng
Xuyén.

- Nhiém tring dudng tiéu hoéa do vi khudn gay ra:
Diéu tri v8i pantoprazol c6 thé lam gia tdng nhe nguy cd
nhiém tring dudng tiéu hoéa do vi khudn gay ra nhu
Salmonella va Campylobacter hodc C. difficile.

- Ha magnesi huyét trdm trong da dugc bao céo &
nhiing b&nh nhan diéu tri bAng PPIs nhu pantoprazol
trong it nhét ba thang va trong hau hét cac trudng hgp

sau mot nam diéu tri. Cac biéu hién nghiém trong clia
ha magnesi huyét nhu mét mdi, co cling co, mé sang,
co giat, chéng mét va loan nhip thit c6 thé xudt hién
nhung c6 thé b&t ddu mot cach &m thdm va khong dugc
nhan thdy. G hau hét cac bénh nhan bj anh hudng, ha
magnesi huyét dugc cai thién sau khi b8 sung magnesi
va ngung PPl

D&i v6i bénh nhan dugc dy kién diéu tri kéo dai hoc
dung PPIs vdi digoxin hodc céac thudc cé thé gay ha
magnesi huyét (nhu thudc Igi tiu), nén xem xét theo doi
ndng dd magnesi truéc khi bat dau diéu tri PPI va dinh
ky trong qua trinh diéu tri.

- Gay xuong: Thudc tic ché bom proton, d4c biét néu
dung liéu cao va trong thdi gian dai (> 1 nam), c6 thé
lam tang vira phai nguy co gay xuong hoéng, ¢ tay va
cot sdng, chit yéu & ngudi cao tudi hodc cé cac yéu t6
nguy cd khdc. Cac nghién ciu quan sat cho thdy cac
thudc tic ché bom proton c¢6 thé l1am tiang nguy cd gay
xuong 1én 10-40%. M6t trong s8 nay c6 thé 1a do cac
yéu t6 nguy co khac. B&énh nhan c6 nguy co bi lodng
xuong nén dugc chdm séc¢ c&n than theo cac hudng din
lam sang hién tai va cd sy cung cdp ddy da vitamin D
va canxi.

- Bénh lupus do da ban cdp (SCLE): Thudc tic ché
bom proton ¢é lién quan rat hi€m dén céac trudng hgp
SCLE. Néu t8n thuong xay ra, d4c biét 1a § ving da ti€p
xtic v6i anh ndng méit trdi va néu kém theo dau khdp,
bénh nhan can nhanh chong tim dén trg gilp y t€ va
nén ngung dung pantoprazol.

- Xét nghiém: Tang ndng dd Chromogranin A (CgA)
c6 thé gay can trd cho viéc nghién ciu cac khéi u thdn
kinh ndi ti§t. D& tranh sy can trd nay, nén ngung diéu tri
pantoprazol it nh&t 5 ngay trudc khi do CgA. Néu ndng
dd CgA va gastrin khong trd lai pham vi tham khao sau
khi do ltic ddu, xét nghigMm phai dugc 14p lai 14 ngay sau
khi ngting diéu tri thug¢ tc ché bam proton.

- Thanh phé 8¢ co chia lactose. Nhiing bénh
nhan c6 bénh di'truyén hiém gdp: khong dung nap
galactose, thi€u hut Lapp lactase, rdi loan hdp thu
glucose-galactose khong nén dung thudc nay.

- Than trong vGi thanh phan ta4 dugc mau tartrazin
yellow cla thudc c6 thé gay phan dng di ting.

- Than trong v6i thanh phéan ta dugc propylen glycol
clia thudc c6 thé gay kich ting da.

* Trudng hgp phu ni cd thai va cho con bu:

- Phu ni ¢6 thai: Cac di liéu vé phy nii mang thai
(khoang tii 300-1000 k&t qua mang thai) cho thdy khong
c6 doc tinh gay di tat thai nhi / tré so sinh cua
pantoprazol. Cac nghién ciu trén dong vat da cho thdy
ddc tinh trén sinh san. Nén tranh sii dung pantoprazol
trong thai ky.

- Phuy nii cho con bu: Cac nghién ctiu trén dong vat
cho thdy c6 sy bai tiét pantoprazol trong stia me. Nguy
co d8i v6i tré so sinh / tré nhd khong thé loai tri. Do do
quyét dinh viéc ngling cho con bl hodc ngung diéu tri
bing pantoprazol nén can nhéc dén Igi ich clia viéc cho
con bu va Igi ich cla liéu phap pantoprazol ddi véi phy
ni.




- Kha nang sinh san: Khong c6é béng chiing vé suy
gidm kha nang sinh san sau khi dung pantoprazol trong
céac nghién cudu trén ddng vat
* Trudng hop I4i xe va vdn hanh mdy méc:

Pantoprazol khéng cé hodc anh hudng khdng dang
k& dén kha nang lai xe va sli dung may moéc. Cac phan
ling bét Igi ctia thudc nhu chong mat va réi loan thi gidc
c6 thé xay ra. N&éu bi anh hudng, b&nh nhan khéng nén
lai xe hodc van hanh may mac.

Khi nao cén tham véan Béc si, Dugc si:

Né&u ban cam thady b4t thudng trong khi ding thudc,
nén lién lac vdi bac si clia ban.

Néu cén thém théng tin xin hdi y kién Béc si hodc
Dugc si.
Han dung cta thuéc: 36 thang ké tif ngay san xuat.

HUGNG DAN SU DUNG THUSC CHO CANBO Y TE

Dugc luc hoc:

Nhom tac dung tri liéu: Thudc tic ché bom proton, tc
ché tiét acid dich vi.

Ma ATC: A02B C02

Pantoprazol 1a thudc tic ché bam proton ¢6 céu tric
va tdc dung tuong ty nhu omeprazol. La moét
benzimidazol da gadn nhém thé, pantoprazol dugc
proton héa thanh dang hoat ddng trong cac 8ng tiét acid
clia t€ bao thanh da day, tai d6 thudc vc ché enzym
H*/K*ATPase con goi la bom proton, giai doan cudi
cuing cla bai tiét acid da day. Sau khi udng, tac dung
chdng tiét cla pantoprazol kéo dai hon 24 gid. Trong
vong 2,5 gid sau khi cho ngudi khbe manh udng 40 mg
pantoprazol, bai tiét acid clia da day bi tc ché khoang
51%. N&u udng ngay mot 1an 40 mg trong 7 ngay thi sy
Uc ché nay Ién tGi 85%. Bai tiét acid da day trd lai binh
thudng trong vong 1 tudn sau khi ngling pantoprazol va
khong thdy co hién tugng tang tiét trd lai.

Pantoprazol c¢6 thé kim ham dugc vi khudn
Helicobacter pylori 8 ngudi bénh loét da day ta trang
va/hodc viém thyc quan trao ngugc bi nhidm vi khudn
nay. Phdi hgp diéu tri pantoprazol véi thudc khang sinh
(nhu clarithromycin, amoxicilin) c6 thé tiét tri H. pylori
kém theo lién 8 loét va thuyén gidm bénh lau dai han.
Dugc dong hoc:

Pantoprazol hdp thu nhanh vi néng do trong huyét
tuong dat cao nhdt sau khi uéng khodng 2 — 2,5 gid.
Thudc it bi chuyén héa budc mot & gan, sinh kha dung
dudng udng khoang 77%. Khoang 98% pantoprazol gan
vao protein huyét tuong, thé tich phan bd khoang
0,17 lit/kg. Pantoprazol chuyén héa chd yéu & gan nhd
isoenzym CYP2C19 cla cytochrom P, dé thanh
desmethylpantoprazol. Mot phdn nhd dugc chuyén hoa
b&i CYP3A4, CYP2D6 va CYP2C9. Cac chat chuyén
héa dugc dao thai chii yéu qua nudc tiéu (80%), phan
con lai qua mat vao phan. Nia dgi thai tri cla
pantoprazol khoang 1 gi6, va kéo dai trong suy gan; nlia
dgdi thai trii ¢ ngudi xd gan la 3 — 6 gid.

Chi dinh:

* Pantoprazol dugc chi dinh ding cho ngudi I6n va tré
em t 12 tudi trd 1én dé diéu tri:

- Viém thyc quan trao ngugc.

* Pantoprazol dugc chi dinh ding cho ngugi I6n:

- Phdi hgp véi liéu phéap khang sinh thich hgp dé diét
Helicobacter pylori (H. pylori) 3 nhiing b&nh nhan loét da
day do vi khu&n nay gay ra.

- Loét da day va ta trang.

- Hoi ching Zollinger-Ellison va céc tinh trang bénh
ly tAng kich thich bai ti€t khac.

Liéu lugng va céch ding:
Liéu dung:
* Ngudi I6n va tré em t 12 tudi trd lén:

- Viém thyc quan trao ngugc: 1 vién/ ngay. Trong
tling trudng hop, liéu c6 thé tang lén gap doi (ting lén 2
vién/ngay) dac biét khi khdng cé dap ting dbi véi diéu tri
khac. Thgi gian can thiét dé diéu tri viém thyc quan trao
ngugc thudng 1a 4 tudn. Néu khong du, viéc diéu tri
thudng sé dat dugc trong vong 4 tuan nia.

* Nguidi Ién:

- Phé&i hgp v6i hai khang sinh thich hgp dé diét H.
pylori: 6 bénh nhan duong tinh H. pylori bi loét da day
va ta trang, nén loai trd bing phuong phap phdi hgp.
Tuy thudc vao sy dé khang, cac két hgp sau day cé thé
dugc khuyén céo d€ loai trii H. pylori:

a) Phac dd 1:

+ Pantoprazol 40 mg x 2 lan/ ngay,
+ Amoxicillin 1000 mg x 2 Ian/ ngay,
+ Clarithromycin 500 mg x 2 1an/ ngay.
b) Phac dé 2:
+ Pantoprazol 40 mg x 2 1an/ ngay,
+ Metronidazol 400 - 500 mg (hodc 500 mg
tinidazol) x 2 1an/ ngay,
+ Clarithromycin 250 - 500 mg x 2 lan/ ngay.
c) Phac dé 3:
+ Pantoprazol 40 mg'x 2 lan/ ngay,
+ Amoxicillin 1000 mg x 2 14n/ ngay,
+ Metronidazol 400 - 500 mg (hodc 500 mg
tinidazol) x 2 1an/ ngay.

Trong liéu phap phdi hgp dé loai trir nhiém H. pylori,
vién pantoprazol thii hai nén dugc udng trudc bda an t&i
1 gid. Liéu phap ding trong 7 ngay va co thé kéo dai
thém 7 ngay, tdng thdi gian hai tudn. D& dam bao cho
viéc diéu tri loét, pantoprazol nén dugc chi dinh thém.

- Diéu tri loét da day: 1 vién/ ngay. Trong tiing
trusng hop, lidu c6 thé ting gdp doi (2 vién/ ngay) dac
biét khi khdng c6 ddp ling ddi vdi diéu tri khac. Thai
gian can thigt dé diéu tri loét da day thuong la 4 tuén.
Né&u khdng di, viéc diéu tri thudng sé dat dugdc trong
vong 4 tuan nia.

- Diéu tri loét t4 trang: 1 vién/ ngay. Trong ting
trudng hop, liéu c6 thé ting gdp doi (2 vién/ ngay) ddc
biét khi khdng c6 dap ting ddi v8i diéu tri khac. Vét loét
ta trang thudng diéu tri trong vong 2 tudn. Néu thdi gian
diéu tri kéo dai trong 2 tudn la khong dd, viéc diéu tri
thudng sé dat dugc trong vong 2 tudn nia.

- Héi chiing Zollinger-Ellison va céc tinh trang bénh
ly tang kich thich bai ti6t khac: Liéu kh&i dau 80 mg/

ngay.
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Sau do, liéu c6 thé dugc diéu chinh 18n hodc xudng
khi c&n thiét. VGi liéu trén 80 mg/ ngay, nén chia 2 Ian/
ngay. Thdi gian diéu tri khong gidi han va cin dugc diéu
chinh theo nhu cau lam sang.

- Suy gan: Khong nén ding liéu pantoprazol vugt
qua 20 mg/ ngay & nhiing bénh nhan bi suy gan nang.
Khong dung pantoprazol phdi hgp dé diéu tri loai trii H.
pylori & nhitng bénh nhan c¢é rdi loan chiic nang gan tu
trung binh dén ndng vi hién khdng c6 dd liéu vé hiéu
qua va dd an toan ciia pantoprazol trong diéu tri két hgp
8 nhiing bénh nhan nay.

- Suy than: Khong can diéu chinh liéu & bénh nhan
suy giam chuic nang than. Khong diing pantoprazol phdi
hgp dé diéu tri loai trif H. pylori & nhiing bénh nhan suy
giam chic nadng than vi hién nay khong cé di liéu vé
hiéu quéa va do an toan cla pantoprazol trong diéu tri
két hgp 6 nhiing b&nh nhan nay.

- Ngusi cao tudi: Khong can diéu chinh liéu & bénh
nhan cao tudi.

- Tré em: Pantoprazol khéng dugc khuyén cdo su
dung & tré dudi 12 tudi do dii liéu vé tinh an toan va
hiéu quéa trong nhém tudi nay rat han ché.

Cach dung:

Khong nhai hay nghién nho vién thudc va nén udng
truéc bda an 1 gié véi mot it nudce.
Chéng chi dinh:

- M&n cam véi Pantoprazol hodc bat ky thanh phan
nao cua thudc.

- Qua man véi dan xuit benzimidazol.

Thén trong:

- Suy gan: & bénh nhan suy gan nidng, can theo doi
thudng xuyén men gan trong qua trinh diéu tri vGi
pantoprazol, dac biét khi sl dung lau dai. Trong trudng
hgp ting men gan, nén ngung ding thudc.

- Phdi hgp tri liéu: Trong ting trudng hgp diéu tri
phdi hagp, tiy theo dic tinh clia san ph&m thudc tuong
ng ma xem xét.

- Bénh da day &c tinh:

Dap (ng triéu chiing vdi pantoprazol cé thé che dau
cac triéu chiing clia bénh da day 4c tinh va c6 thé can
trd chan doan. Khi c6 bat ky triéu chiing bdo dong (nhu
syt can dang ké, nén miia tai phat, chiing khé nuét, non
ra mau, thi€u mau ho#c tiéu phan den) va khi loét da
day nghi ngd ho#c xuét hién, bénh 4c tinh can dugc loai
tru.

- Khéng dung déng thdi pantoprazol véi cac chat tc
ché protease HIV ¢6 sy hdp thu phy thudc vao do pH
moi trudng acid nhu atazanavir, do sinh kha dung cla
ching giam dang ké.

- Anh hudng dén sy hdp thu vitamin B12:

(o} nhiing bénh nhan c6é hdi ching Zollinger-Ellison
va cdc tinh trang bénh Iy tang kich thich bai tiét khéac
can diéu tri 1au dai, pantoprazol cling nhu tit ca cac loai
thudc tc ché acid, c6 thé 1am gidm h&p thu vitamin B12
do giam hoc thiéu acid hydroclorid.

- Trong diéu tri dai han, dc biét khi thdi gian diéu tri
vugt qua 1 nam, bénh nhan nén dugc theo ddi thudng
Xuyén.

- Nhiém trung dudng tiéu héa do vi khudn gay ra:
Diéu tri véi pantoprazol ¢6 thé lam gia tang nhe nguy co
nhiém trung dudng tiéu héa do vi khudn gay ra nhu
Salmonella va Campylobacter hodc C. difficile.

- Ha magnesi huyét trdm trong da dugc bao cédo &
nhing bénh nhan diéu tri bing PPIs nhu pantoprazol
trong it nhat ba thang va trong hdu hét cac truéng hgp
sau mot nam diéu tri. Cac biéu hién nghiém trong cla
ha magnesi huy&t nhu mét moéi, co ciing cd, mé sang,
co giat, chong mét va loan nhip that cé thé xudt hién
nhung c6 thé bt ddu mot cach am thdm va khdng dugc
nhan thdy. G hdu hét cac bénh nhan bi anh hudng, ha
magnesi huyét dugc cai thién sau khi b8 sung magnesi
va ngung PPLI.

D3&i v6i bénh nhan dugc dy ki€n diéu tri kéo dai hoc
dung PPIs véi digoxin ho#ic céc thudc cé thé gay ha
magnesi huyét (nhu thuéc Igi tiéu), nén xem xét theo doi
ndng dd magnesi trudc khi bdt ddu diéu tri PPI va dinh
ky trong qua trinh diéu tri.

- Gay xuong: Thudc tc ché bom proton, d4c biét néu
dung liéu cao va trong thdi gian dai (> 1 nam), cé thé
lam tang viia phai nguy co gay xuong hong, c¢d tay va
¢ot sdng, chi yéu & ngudi cao tudi hodc c6 cac yéu 18
nguy cd khac. Cac nghién ciu quan sat cho thdy cac
thudc dc ché bom proton ¢6 thé 1am ting nguy co gay
xuong lén 10-40%. Mot trong s& nay c6 thé 1a do céc
yéu t6 nguy co khac. B&nh nhan c6é nguy co bi lodng
xugng nén dugc cham séc cdn than theo céc hudng dan
lam sang hién tai va c6 sy cung cdp ddy dd vitamin D
va canxi.

- Bénh lupus do da ban cdp (SCLE): Thudc Uc ché
bom proton c6 lién quan rat hi€m dén céac trudng hgp
SCLE. N&u t8n thuong xay ra, d4c biét 1a § vung da tiép
xuc v6i anh ndng mit trdi va néu kém theo dau khdp,
bénh nhan cdn nhanh chérlg tim dén trg gilp y t6 va
nén ngung dung pant i

- Xét nghiém: Tang ndng dd Chromogranin A (CgA)
c6 thé gay can trd cho viéc nghién ciu cac khdi u thdn
kinh noi tiét. P& tranh sy can tré nay, nén nguing diéu tri
pantoprazol it nhdt 5 ngay trudc khi do CgA. Néu ndng
dd CgA va gastrin khong tré lai pham vi tham khao sau
khi do ltic dau, xét nghiém phai dugc lap lai 14 ngay sau
khi ngiing diéu tri thudc tic ché bom proton.

- Thanh phén thudc cé chua lactose. Nhiing bénh
nhan c6 bénh di truyén hi€m gip: khong dung nap
galactose, thi€u hyt Lapp lactase, rdi loan hdp thu
glucose-galactose khong nén dung thudc nay.

- Than trong vGi thanh phan ta4 dugc mau tartrazin
yellow cla thudc c6 thé gay phan dng di ting.

- Than trong vai thanh phan ta dugc propylen glycol
cla thudc co thé gay kich ting da.

* Trudng hgp phu ni ¢6 thai va cho con bu:

- Phy nii c6 thai: Cac di liéu vé phu nd mang thai
(khoang tif 300-1000 két qua mang thai) cho thdy khong
c6 doc tinh gay di tat thai nhi / tré so sinh cua
pantoprazol. Cac nghién ciiu trén dong vat da cho thdy
doc tinh trén sinh san. Nén tranh st dung pantoprazol
trong thai ky.

- Phu nii cho con bl: Cac nghién ctiu trén dong vat
cho thdy co sy bai tiét pantoprazol trong sfa me. Nguy




cd ddi vdi tré so sinh / tré nhé khong thé loai trif. Do d6
quyét dinh viéc ngling cho con bu hodc ngung diéu tri
bang pantoprazol nén can nhic dén Igi ich clia viéc cho
con bu va Igi ich cla liéu phap pantoprazol ddi véi phy
nd.

- Kha ndng sinh san: Khong c6 bang ching vé suy
giam kha nang sinh san sau khi ding pantoprazol trong
cac nghién ctiu trén dong vat
* Trudng hgp iai xe va vdn hanh mdy méc:

Pantoprazol khéng cé hodc anh hudng khdng dang
ké dén kha nang lai xe va s dyng may méc. Cac phan
ting bét Igi clia thudc nhu chong mat va rdi loan thi giac
¢6 thé xay ra. Néu bi &nh hudng, bé&nh nhan khéng nén
lai xe hodc van hanh may méc.

Tuong tac thuéc:

- Céac thudc c6 sy hidp thu dugc dong hoc phu thudc vao
pH: Do sy tic ché tiét acid trong da day kéo dai va hoan
toan, pantoprazol ¢6 thé gay can trd sy hdp thu ctia cac
thudc khac c6 pH da day la yéu t8 quan trong quyét
dinh hiéu qua dudng udng nhu ketoconazol, itraconazol,
posaconazol va erlotinib.

- Chét tic ché& protease HIV: Khdng dung déng thdi
pantoprazol véi cac chét tc ché protease HIV ¢6 su hdp
thu phuy thudc vao mdi trudng pH acid nhu atazanavir,
do lam giam dang ké sinh kha dung cia thudc. Néu sy
k&t hgp clia cac chét tic ché protease HIV v6i mot chat
tic ch€ bam proton (PPIs) 1a can thiét, nén theo doi lam
sang chat ché. Khong dung vugt qua liéu pantoprazol
20 mg mdi ngay va liéu clia cac chét uc ché protease
HIV c6 thé can dugc diéu chinh.

- Thu8c chdng dong mau Coumarin(phenprocoumon
ho#c warfarin): Dung déng thdi pantoprazol véi warfarin
hoac phenprocoumon khdng anh hudng dén dugc dong
hoc hodc INR clia warfarin, phenprocoumon. Tuy nhién,
da c6 bdo cdo vé sy gia tang INR va théi gian
prothrombin & bénh nhan dung dong thdi PPls vdi
warfarin hodc phenprocoumon. Tang INR va thdi gian
prothrombin c6 thé din dén chay mau bat thudng va
tham chi tif vong. Can theo ddi sy gia tang INR va thoi
gian prothrombin & nhiing bénh nhan nay.

- Methotrexat: Viéc st dung dong thdi methotrexat
lidu cao (300 mg) va thudc uc ché bom proton da dugc
béo cao lam gia tang néng dd methotrexat ¢ mot s6
bénh nhan. Do d6, & nhiing bénh sl dung methotrexat
liéu cao nhu ung thu va vdy nén, cdn phai can nhac viéc
tam ngling pantoprazol.

- Céc tuong tac khac: Pantoprazol dugc chuyén hoa
nhiéu ¢ gan théng qua hé thdng enzym cytochrom
P450. Qua trinh trao ddi chat chl yéu la demethyl héa
bdi CYP2C19 va cac qua trinh khac bao gdm oxy héa
bdi CYP3A4.

Nghién cutiu tuong tac véi cac thudc ciing chuyén
hoa theo cac dudng nay nhu carbamazepin, diazepam,
glibenclamid, nifedipin va thudc ngua thai udng cé chia
levonorgestrel va ethinyl oestradiol khong cho thay
tuong tac co y nghia lam sang.

Tuong tac clia pantoprazol véi cac thudc hodc hgp
chat khac dugc chuyén héa cung mot hé théng enzym
1a khong thé loai tru.

K&t qua tir mot loat nghién ciu tuong tac cho thdy
pantoprazol khdong &nh hudng dén sy chuyén héa cla
cac hoat chit dugc chuyén héa bdi CYP1A2 (cafein,
theophyllin), CYP2C9 (piroxicam, diclofenac, naproxen),
CYP2D6 (metoprolol), CYP2E1 (ethanol) hodc khdng
can tré sy hap thu digoxin lién quan t6i p-glycoprotein.

Khong c6 tuong tac khi dung ddng thdi véi cac thudc
khang acid.

Khong tim thdy tuong tac lam sang khi dung dbng
thdi pantoprazol vdéi cac khang sinh tuong (ng
(clarithromycin, metronidazol, amoxicillin).

- Céac san ph&m thudc Gc ché hoic cam (ing
CYP2C19: Céc chéit uc ché CYP2C19 nhu fluvoxamin
c6 thé lam gia ting sy ti€p xic toan than cla
pantoprazol. Giam liu c6 thé dugc xem xét ddi véi
bénh nhan diéu tri lau dai vSi pantoprazol liéu cao hodc
nhiing ngudi bi suy gan.

Enzym cam ng CYP2C19 va CYP3A4 nhu
rifampicin va St John's wort (Hypericum perforatum) cé
thé lam gidm néng do PPI trong huyét tuong.

T4c dung khéng mong muén:

* Thudng gap, 1/100 < ADR < 1/10:

- CAc r8i loan tiéu hoa: Polyp tuyén day vi (lanh tinh)
* it gdp, 1/1000 < ADR < 1/100:

- C4c r8i loan tam thdn: Rdi loan gidc ngu.

- C4c r8i loan hé than kinh: Pau dau, chéng mat.

- Céac rdi loan tiéu héa: Tiéu chay, budn ndon/ ndn
miia, ddy hoi, tdo bon, khd miéng, dau bung va khé
chiu.

- Céac r6i loan gan mat Tang men gan
(transaminase, y -GT).

- C4c r8i loan trén da va md dudi da: Phat ban, ngua

- Céc r8i loan cd xuong va md Jién két: Gay xuong
hong, c8 tay hodc cot sdng.

- Céc r8i loan chung va tai
mét moi va kho chiu.
* Hiém gdp, 1/10000 < ADR < 1/1000:

- C4c r8i loan mau va bach huyé&t: M4t bach cau hat.

- Cé4c i loan hé mién dich: Qua mén (bao gém
phan tng phan vé va séc phan vé).

- Céac r8i loan chuyén héa va dinh dudng: Tang lipid
huyét va tang lipid (triglycerid, cholesterol), trong lugng
thay ddi.

- Céc r&i loan tam than: Tram cam.

- C4c r8i loan hé than kinh: R&i loan vi giac.

- C4c r8i loan vé mét: R&i loan thi lyc/ nhin md.

- C4c r3i loan gan mat: Bilirubin tang.

- Cac rdi loan trén da va mo dudi da: May day, phu
né.

- Cac r8i loan ¢d xuong va mo lién két: Pau khdp,
dau co.

- Céc r8i loan hé sinh san va vu: Ching v to § nam.

- Cac rdi loan chung va tai noi diéu tri: Nhiét do co
thé tang, phu ngoai bién.

* R4t hiém gdp, ADR < 1/10000:

- C4c rdi loan mau va bach huyét: Giam tiéu cau,
giam bach ciu, giam toan thé huyét cdu.

- C4c r&i loan tam thdn: M&t phuong hudng.

oi diéu tri: Suy nhugc,
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- Céc rdi loan gan mat: Tén thuong t& bao gan, vang
da, suy gan t€ bao.
* Chua ré:

- Cé4c r8i loan chuyén héa va dinh dudng: Ha natri
huyét, ha magnesi huyét, ha calci két hgp vdSi ha
magnesi huyét, ha kali huyét.

- C4c r8i loan tam thén: Ao giac, 14n 10n.

- C4c i loan hé than kinh: Cam giac khac thudng.

- Céc rGi loan trén da va md dudi da: Hoi chiing
Stevens-Johnson, hdi chiing Lyell, hdng ban da dang,
nhay cam anh sang, lupus ban do ban cép.

- Céc r8i loan co xuong va mo lién két: Co thit co
nhu la hau qua cla rdi loan dién giai.

- R6i loan than va tiét niéu: Viém than ké (c6 thé tién
trién dén suy than).

Théng bdo ngay cho bac sT hodc dugc si nhing phan
tng ¢6 hai gdp phai khi st dung thuéc

Qué liéu va céach xur tri:

Khong c6 triéu ching qua liéu & ngudi.

Khi pantoprazol bi gdn k&t nhiu véi protein, thudc
khong thé bi loai khoi tudn hoan bdi phuong phap thdm
tach.

Trong trudng hgp dung quéa liéu véi cac ddu hiéu
lam sang cua nhiém doc, ngody diéu tri triéu ching va
hd trg, khdng c6 khuyén WZ, tri cy thé.

Ngay xem xét sira ddi, cgp’nhéat lai néi dung hudng

dan st dung thudc: /
FON

MEYER-BPC

CONG TY LIEN DOANH MEYER-BPC

S6 8A3 quéc 16 80, p. Phui Tén, thanh ph8 Bén Tre, tinh Bén Tre-Viét Nam

TUQ.CYC TRUGNG
PTRUGNG PHONG

Npagén Nyoo Sk

* h

7%



